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COMMONWEALTH OF PENNSYLVANIA
DEPARTMENT OF ENVIRONMENTAL PROTECTION
AIR QUALITY PROGRAM

TITLE VISTATE OPERATING PERMIT

Issue Date: Effective Date:
Expiration Date:

In accordance with the provisions of the Air Pollution Control Act, the Act of January 8, 1960, P.L. 2119, as
amended, and 25 Pa. Code Chapter 127, the Owner, [and Operator if noted] (hereinafter referred to as
permittee) identified below is authorized by the Department of Environmental Protection (Department) to
operate the air emission source(s) more fully described in this permit. This Facility is subject to all terms and
conditions specified in this permit. Nothing in this permit relieves the permittee from its obligations to comply
with all applicable Federal, State and Local laws and regulations.

The regulatory or statutory authority for each permit condition is set forth in brackets. All terms and conditions
in this permit are federally enforceable applicable requirements unless otherwise designated as "State-Only"
or "non-applicable" requirements.

TITLE V Permit No: 39-00055

Federal TaxId - Plant Code: 23-2116774-1

Ownetr Information
Name: B BRAUN MED INC

Mailing Address: 901 MARCON BLVD
ALLENTOWN, PA18109-9512

Plant information

Plant: B BRAUN MED INC/ALLENTOWN
Location: 39 Lehigh County 39910 Hanover Township
SIC Code: 3841 Manufacturing - Surgical And Medical Instruments

Responsible Official
Name: REX BOLAND
Title: V.P. & G.M. ALLENTOWN OP.
Phone: (610) 596 - 2870

Parmit Contact Person

Name: DAVID R LAUER
Title: EH&S MANAGER
Phone: (610) 596 - 2584

[Signature]
MARK J. WEJKSZNER, NORTHEAST REGION AIR PROGRAMMANAGER
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003 EMERGENCY GENERATOR - 605HP DIESEL
004 FIRE PUMP - 100HP DIESEL
101 STERILIZER - 1000 CU FT
102 STERILIZER - 1000 CU FT
103 STERILIZER - 1000 CU FT
104 STERILIZER - 1000 CU FT
105 STERILIZER - 1200 CU FT
106 STERILIZER - 1250 CU FT
107 STERILIZER - 3700 CUFT
108 STERILIZER - 130 CU FT

110 AERATION ROOM

111 EMERGENCY GENERATOR 2
112 EMERGENCY GENERATOR 1
113 FIRE PUMP 1

116 F-LINE

117 INTROCAN

Co001 CATALYTIC OXIDIZER

Co002 WET SCRUBBER DEOXXUNIT
FMLO1 NATURAL GAS

FMLO3 DIESEL

501 STK- CATA.OXIDIZER
502 STK- DEOXXUNIT
803 STK- EMER.GENERATOR 1
504 STK- EMER.GENERATOR 2
505 STK- FIRE PUMP
S08 EMERGENCY GEN (605HP) STACK
509 FIRE PUMP (100HP) STACK
§21 F-LINE STACK
8§22 INTROCAN STACK
523 COMMON REAR STERILIZER EXHAUST STACK
| PERMIT MAPS
o b o
FML J
FMLO3
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#001 [25 Pa. Code § 121.1]
Definitions

Words and terms that are not otherwise defined in this permit shall have the meanings set forth in Section 3 of the Air
Poliution Control Act (35 P.S. § 4003) and 25 Pa. Code § 121.1.

#002 [25 Pa. Code § 127.512(c})(4)]
Property Rights

This permit does not convey property rights of any sort, or any exclusive privileges.
#003 [25 Pa. Code § 127.446(a) and (c}]
Permit Expiration

This operating permit is issued for a fixed term of five (5) years and shall expire on the date specified on Page 1 of this
permit. The terms and conditions of the expired permit shall automatically continue pending issuance of a new Title V
permit, provided the permittee has submitted a timely and complete application and paid applicable fees required
under 25 Pa. Code Chapter 127, Subchapter | and the Department is unable, through no fault of the permittee, to issue
or deny a new permit before the expiration of the previous permit. An application is complete if it contains sufficient
information to begin processing the application, has the applicable sections completed and has been signed bya
responsible official.

#004 [25 Pa. Code §§ 127.412,127.413,127.414, 127 .446(e) & 127 .503]
Permit Renewal

(a) An application for the renewal of the Title V permit shall be submitted to the Department at leastsix(6) months, and
notmore than 18 months, before the expiration date of this permit. The renewal application is timely if a complete
application is submitted to the Department's Regional Air Manager within the timeframe specified in this permit
condition.

(b) The application for permit renewal shall include the current permit number, the appropriate permit renewal fee, a
description of any permit revisions and off-permit changes that occurred during the permitterm, and any applicable
requirements that were promulgated and notincorporated into the permit during the permit term.

{c) The renewal application shall also include submission of proof that the local municipality and county, in which the
facility is located, have been notified in accordance with 25 Pa. Code § 127.413. The application for renewal of the Title
Vpermit shall also include submission of compliance review forms which have been used by the permittee to update
information submitted in accordance with either 25 Pa. Code § 127.412(b) or § 127.412(j).

{d) The permittee, upon becoming aware that any relevant facts were omitted or incorrect information was submitted in
the permit application, shall promptly submit such supplementaryfacts or corrected information during the permit
renewal process. The permittee shall also promptly provide additional information as necessaryto address any
requirements that become applicable to the source after the date a complete renewal application was submitted but
prior to release of a draft permit.

#005 [25 Pa. Code §§ 127.450(a){4) & 127.464(a)]
Transfer of Ownership or Operational Control

(a) In accordance with 25 Pa. Code § 127.450(a)(4), a change in ownership or operational control of the source shall be
treated as an administrative amendment if:

(1) The Department determines that no other change in the permitis necessary;

(2) Awritten agreementhas been submitted to the Department identifying the specific date of the transfer of permit
responsibility, coverage and liability between the current and the new permittee; and,

(3) Acompliance review form has been submitted to the Department and the permit transfer has been approved by
the Department.
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(b) In accordance with 25 Pa. Code § 127.464(a), this permit may not be transferred to another person exceptin cases
of transfer-of-ownership which are documented and approved to the satisfaction of the Department.

#006 [25 Pa. Code § 127.513, 35 P.S. § 4008 and § 114 of the CAA]
Inspection and Entry

(a) Upon presentation of credentials and other documents as may be required by law for inspection and enfry
purposes, the permittee shall allow the Department of Environmental Protection or authorized representatives of the
Department to perform the following:

(1) Enter at reasonable times upon the permiftee's premises where a Title Vsource is located or emissions related
activity is conducted, or where records are kept under the conditions of this permit;

(2) Have access to and copy or remove, at reasonable times, records that are kept under the conditions of this permit;

(3) Inspect atreasonable times, facilities, equipment including monitoring and air pollution control equipment,
practices, or operations regulated or required under this permit;

(4) Sample or monitor, at reasonable times, substances or parameters, for the purpose of assuring compliance with
the permit or applicable requirements as authorized by the Clean Air Act, the Air Pollution Control Act, or the regulations
promulgated under the Acts.

(b) Pursuant to 35 P.S. § 4008, no person shall hinder, obstruct, prevent or interfere with the Department or its
personnel in the performance of any duty authorized under the Air Pollution Control Act.

(c) Nothing in this permit condition shall limit the ability of the EPAto inspect or enter the premises of the permittee in
accordance with Section 114 or other applicable provisions of the Clean Air Act.

#007 [25 Pa. Code §§ 127.25,127.444, & 127.512(c}(1)]
Compliance Requirements

(a) The permittee shall comply with the conditions of this permit. Noncompliance with this permit constitutes a violation
of the Clean Air Act and the Air Pollution Control Actand is grounds for one (1) or more of the following:

(1) Enforcement action
(2) Permittermination, revocation and reissuance or modification
(3) Denial of a permit renewal application

(b) Aperson may not cause or permit the operation of a source, which is subjectto 25 Pa. Code Article Ill, unless the
source(s) and air cleaning devices identified in the application for the plan approval and operating permit and the plan
approval issued to the source are operated and maintained in accordance with specifications in the applications and
the conditions in the plan approval and operating permit issued by the Department. Aperson maynot cause or permit
the operation of an air contamination source subjectto 25 Pa. Code Chapter 127 in a manner inconsistent with good
operating practices.

(c) For purposes of Sub-condition (b) of this permit condition, the specifications in applications for plan approvals and
operating permits are the physical configurations and engineering design details which the Department determines
are essential for the permittee's compliance with the applicable requirements in this Title V permit.

#008 [25 Pa. Code § 127.512(c)(2}]
Need to Halt or Reduce Activity Not a Defense

it shall not be a defense for a permittee in an enforcement action that it would have been necessary to haltor reduce the
permitted activity in order to maintain compliance with the conditions of this permit.
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#009

[25 Pa. Code §§ 127.411(d) & 127.512(c)(5)]

Duty to Provide Information

(a) The permittee shall furnish to the Department, within a reasonable time, information that the Department may
requestin writing to determine whether cause exists for modifying, revoking and reissuing, or terminating the permit, or
to determine compliance with the permit.

(b) Upon request, the permittee shall also furnish to the Department copies of records that the permittee is required to
keep by this permit, or for information claimed to be confidential, the permittee may furnish such records directly to the
Administrator of EPA along with a claim of confidentiality.

#010

[25 Pa. Code §§ 127.463, 127.512(c)(3) & 127.542]

Reopening and Revising the Title V Permit for Cause

(a) This Title Vpermit may be modified, revoked, reopened and reissued or terminated for cause. The filing ofa
requestby the permittee for a permit modification, revocation and reissuance, or termination, or of a notification of
planned changes or anticipated noncompliance does not stay a permit condition.

(b) This permit maybe reopened, revised and reissued prior to expiration of the permit under one or more of the
following circumstances:

(1) Additional applicable requirements under the Clean Air Act or the Air Pollution Control Act become applicable to a
Title Vfacility with a remaining permit term of three (3) or more years prior to the expiration date of this permit. The
Department will revise the permit as expeditiously as practicable but not later than 18 months after promulgation of the
applicable standards or regulations. No such revision is required if the effective date of the requirement is later than
the expiration date of this permit, unless the original permitor its terms and conditions has been extended.

(2) Additional requirements, including excess emissions requirements, become applicable to an affected source
under the acid rain program. Upon approval by the Administrator of EPA, excess emissions offset plans for an affected
source shall be incorporated into the permit.

(3) The Department or the EPA determines that this permit contains a material mistake or inaccurate statements
were made in establishing the emissions standards or other terms or conditions of this permit.

(4) The Department or the Administrator of EPAdetermines thatthe permit mustbe revised or revoked to assure
compliance with the applicable requirements.

(c) Proceedings to revise this permit shall follow the same procedures which applyto initial permitissuance and shall
affect only those parts of this permit for which cause to revise exists. The revision shall be made as expeditiouslyas
practicable.

(d) Regardless of whether a revision is made in accordance with (b)(1) above, the permittee shall meet the applicable
standards or regulations promulgated under the Clean Air Act within the time frame required by standards or
regulations.

#011

[25 Pa. Code § 127.543]

Reopening a Title V Permit for Cause by EPA

As required by the Clean Air Act and regulations adopted thereunder, this permit may be modified, reopened and
reissued, revoked or terminated for cause by EPA in accordance with procedures specified in 25 Pa. Code § 127.543.

#012

[25 Pa. Code § 127.541]

Significant Operating Permit Modifications

When permit modifications during the term of this permit do not qualify as minor permit modifications or administrative
amendments, the permittee shall submit an application for significant Title V permit modifications in accordance with
25 Pa. Code § 127.541.
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#013 [25 Pa. Code §§ 121.1 & 127.462]
Minor Operating Permit Modifications

The permittee may make minor operating permit modifications (as defined in 25 Pa. Code §121.1), on an expedited
basis, in accordance with 25 Pa. Code §127.462 (relating to minor operating permit modifications).

#014 [25 Pa. Code § 127.450]
Administrative Operating Permit Amendments

(a) The permittee mayrequest administrative operating permitamendments, as defined in 25 Pa. Code §127.450(a).

(b) Upon final action by the Department granting a request for an administrative operating permit amendment covered
under §127.450(a)(5), the permit shield provisions in 25 Pa. Code § 127.516 (relating to permit shield) shall applyto
administrative permitamendments incorporated in this Title VPermit in accordance with §127.450(c), unless
precluded by the Clean Air Act or the regulations thereunder.

#015 [25 Pa. Code § 127.512(b}]
Severability Clause

The provisions of this permitare severable, and if any provision of this permitis determined by the Environmental
Hearing Board or a court of competent jurisdiction, or US EPA to be invalid or unenforceable, such a determination will
not affect the remaining provisions of this permit.

#016 [25 Pa. Code §§ 127.704, 127.705 & 127.707]
Fee Payment

(a) The permittee shall payfees to the Department in accordance with the applicable fee schedules in 25 Pa. Code
Chapter 127, Subchapter | (relating to plan approval and operating permitfees).

(b) Emission Fees. The permittee shall, on or before September 1stof each year, pay applicable annual Title V
emission fees for emissions occurring in the previous calendar year as specified in 25 Pa. Code § 127.705. The
permittee is notrequired to pay an emission fee for emissions of more than 4,000 tons of each regulated pollutant
emitted from the facility.

{c) As used in this permit condition, the term "regulated pollutant” is defined as a VOC, each poliutant regulated under
Sections 111 and 112 of the Clean Air Act and each pollutant for which a National Ambient Air Quality Standard has
been promulgated, except that carbon monoxide is excluded.

(d) Late Payment. Late payment of emission fees will subject the permittee to the penalties prescribed in 25 Pa. Code
§ 127.707 and mayresultin the suspension or termination of the Title V permit. The permittee shall pay a penalty of fifty
percent (50%) of the fee amount, plus interest on the fee amount computed in accordance with 26 U.S.C.A § 6621(a)(2)
from the date the emission fee should have been paid in accordance with the time frame specified in 25 Pa. Code §
127.705(c).

(e) The permittee shall pay an annual operating permit administration fee according to the fee schedule established in
25 Pa. Code § 127.704(c) if the facility, identified in Subparagraph (iv) of the definition of the term "Title V facility" in 25
Pa.Code § 121.1, is subjectto Title V after the EPA Administrator completes a rulemaking requiring regulation of those
sources under Title V of the Clean Air Act.

() This permit condition does notapply to a Title V facility which qualifies for exemption from emission fees under 35
P.S. §4006.3(f).

#017 [25 Pa. Code §§ 127.14(b) & 127.449]
Authorization for De Minimis Emission Increases

(a) This permit authorizes de minimis emission increases from a new or existing source in accordance with 25 Pa.
Code §§ 127.14 and 127.449 without the need for a plan approval or prior issuance of a permit modification. The
permittee shall provide the Department with seven (7) days prior written notice before commencing any de minimis
emissions increase that would result from either: (1) a physical change of minor significance under § 127.14(c)(1); or
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(2) the construction, installation, modification or reactivation of an air contamination source. The written notice shall:
(1) Identify and describe the poliutants that will be emitted as a result of the de minimis emissions increase.

(2) Provide emission rates expressed in tons per year and in terms necessary to establish compliance consistent
with any applicable requirement.

The Department may disapprove or condition de minimis emission increases atanytime.

{b) Except as provided below in (c) and (d) of this permit condition, the permittee is authorized during the term of this
permit to make de minimis emission increases (expressed in tons per year) up to the following amounts without the
need for a plan approval or prior issuance of a permit modification:

(1) Four tons of carbon monoxide from a single source during the term of the permit and 20 tons of carbon monoxide
at the facility during the term of the permit.

(2) One ton of NOx from a single source during the term of the permit and 5 tons of NOx at the facility during the term
of the permit.

(3) One and six-tenths tons of the oxides of sulfur from a single source during the term ofthe permitand 8.0 tons of
oxides of sulfur at the facility during the term of the permit.

(4) Six-tenths of a ton of PM10 from a single source during the term of the permit and 3.0 tons of PM10 at the facility
during the term of the permit. This shall include emissions of a pollutant regulated under Section 112 of the Clean Air
Act unless precluded by the Clean Air Act or 25 Pa. Code Article lIL.

(5) One ton of VOCs from a single source during the term of the permit and 5.0 tons of VOCs at the facility during the
term of the permit. This shall include emissions of a pollutant regulated under Section 112 of the Clean Air Act unless
precluded by the Clean Air Actor 25 Pa. Code Article lll.

{(c) In accordance with § 127.14, the permittee may install the following minor sources without the need for a plan
approval:

(1) Air conditioning or ventilation systems not designed to remove pollutants generated or released from other
sources.

(2) Combustion units rated at 2,500,000 or less Btu per hour of heatinput.

(3) Combustion units with a rated capacity of less than 10,000,000 Btu per hour heat input fueled by natural gas
supplied by a public utility, liquefied pefroleum gas or by commercial fuel cils which are No. 2 or lighter, viscosity less
than or equal to 5.82 ¢ St, and which meet the sulfur content requirements of 25 Pa. Code § 123.22 (relating to
combustion units). For purposes of this permit, commercial fuel oil shall be virgin oil which has no reprocessed,
recycled or waste material added.

(4) Space heaters which heat by direct heat transfer.

(5) Laboratory equipment used exclusively for chemical or physical analysis.

(6) Other sources and classes of sources determined to be of minor significance by the Department.

(d) This permit does not authorize de minimis emission increases if the emissions increase would cause one or more
of the following:

(1) Increase the emissions of a pollutant regulated under Section 112 of the Clean Air Act exceptas authorized in
Subparagraphs (b){4) and (5) of this permit condition.

(2) Subject the facility to the prevention of significant deterioration requirements in 25 Pa. Code Chapter 127,
Subchapter D and/or the new source review requirements in Subchapter E.
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(3) Violate any applicable requirement of the Air Pollution Control Act, the Clean Air Act, or the regulations
promulgated under either of the acts.

(4) Changes which are modifications under any provision of Title | of the Clean Air Act and emission increases which
would exceed the allowable emissions level (expressed as a rate of emissions orin terms of total emissions) under
the Title V permit.

(e) Unless precluded bythe Clean Air Act or the regulations thereunder, the permit shield described in 25 Pa. Code §
127.516 (relating to permit shield) shall extend to the changes made under 25 Pa. Code § 127.449 (relating to de
minimis emission increases).

(f) Emissions authorized under this permit condition shall be included in the monitoring, recordkeeping and reporting
requirements of this permit.

(g) Except for de minimis emission increases allowed under this permit, 25 Pa. Code § 127.449, or sources and
physical changes meeting the requirements of 25 Pa. Code § 127.14, the permittee is prohibited from making physical
changes or engaging in activities that are not specifically authorized under this permit without first applying for a plan
approval. In accordance with § 127.14(b), a plan approval is not required for the construction, modification, reactivation,
or installation of the sources creating the de minimis emissions increase.

(h) The permittee may not meetde minimis emission threshold levels by offsetting emission increases or decreases
atthe same source.

#018 [25 Pa. Code §§ 127.11a & 127.215]
Reactivation of Sources

(a) The permittee may reactivate a source at the facility that has been out of operation or production for atleast one year,
butless than or equal to five (5) years, if the source is reactivated in accordance with the requirements of 25 Pa. Code
§§ 127.11a and 127.215. The reactivated source will notbe considered a new source.

(b) Asource which has been out of operation or production for more than five (5) years butless than 10 years maybe
reactivated and will not be considered a new source if the permitiee satisfies the conditions specified in 25 Pa. Code §
127.11a(b).

#019 [25 Pa. Code §§ 121.9 & 127.216]
Circumvention

(a) The owner of this Title V facility, or any other person, may not circumvent the new source review requirements of 25
Pa. Code Chapter 127, Subchapter E by causing or allowing a pattern of ownership or development, including the
phasing, staging, delaying or engaging in incremental construction, over a geographic area of a facility which, except for
the pattern of ownership or development, would otherwise require a permitor submission of a plan approval
application.

{b) No person may permit the use of a device, stack height which exceeds good engineering practice stack height,
dispersion technique or other technique which, without resulting in reduction of the total amount of air contaminants
emitted, conceals or dilutes an emission of air contaminants which would otherwise be in violation of this permit, the
Air Pollution Control Act or the regulations promulgated thereunder, except that with prior approval of the Department,
the device or technigue may be used for control of malodors.

#020 [25 Pa.Code §§ 127.402(d) & 127.513(1)]
Submissions

{a) Reports, test data, monitoring data, notifications and requests for renewal of the permit shall be submitted to the:

Regional Air Program Manager

PA Department of Environmental Protection

(Atthe address given on the permit transmittal letter,
or otherwise notified)

DEP Auth ID: 1035113 Page 12 PROPOSED o04/18/2016 11:14 AV



B BRAUN MED lNC/ALLENTOWN\j

(b) Any report or notification for the EPA Administrator or EPARegion lll should be addressed to:

Office of Air Enforcement and Compliance Assistance (3AP20)
United States Environmental Protection Agency

Region 3

1650 Arch Street

Philadelphia, PA 19103-2029

(c) An application, form, report or compliance certification submitted pursuant to this permit condition shall contain
certification by a responsible official as to truth, accuracy, and completeness as required under 25 Pa. Code §
127.402(d). Unless otherwise required by the Clean Air Act or regulations adopted thereunder, this certification and
any other certification required pursuant to this permit shall state that, based on information and belief formed after
reasonable inquiry, the statements and information in the document are true, accurate and complete.

#021 [25 Pa. Code §§ 127.441(c) & 127.463(e); Chapter 139; & 114(a)(3), 504(b} of the CAA]
Sampling, Testing and Monitoring Procedures

(a) The permittee shall perform the emissions monitoring and analysis procedures or test methods for applicable
requirements of this Title V permit. In addition to the sampling, testing and monitoring procedures specified in this
permit, the Permittee shall comply with any additional applicable requirements promulgated under the Clean Air Act
after permit issuance regardless of whether the permitis revised.

{b) The sampling, testing and monitoring required under the applicable requirements of this permit, shall be conducted
in accordance with the requirements of 25 Pa. Code Chapter 139 unless alternative methodology is required by the
Clean Air Act (including §§ 114(a)(3) and 504(b)) and regulations adopted thereunder.

#022 [25 Pa. Code §§ 127.511 & Chapter 135]
Recordkeeping Requirements

{a) The permittee shall maintain and make available, upon requestbythe Department, records of required monitoring
information that include the following:

(1) The date, place (as defined in the permit) and time of sampling or measurements.
(2) The dates the analyses were performed.

(3) The company or entity that performed the analyses.

(4) The analytical techniques or methods used.

(5) The results of the analyses.

(6) The operating conditions as existing at the time of sampling or measurement.

(b) The permittee shall retain records of the required monitoring data and supporting information for atleast five (5)
years from the date of the monitoring sample, measurement, report or application. Supporting information includes the
calibration data and maintenance records and original strip-chart recordings for continucus monitoring
instrumentation, and copies of reports required by the permit.

(c) The permittee shall maintain and make available to the Department upon request, records including computerized
records that may be necessary to comply with the reporting, recordkeeping and emission statementrequirements in 25
Pa. Code Chapter 135 (relating to reporting of sources). In accordance with 25 Pa. Code Chapter 135, § 135.5, such
records may include records of production, fuel usage, maintenance of production or pollution control equipment or
other information determined by the Department to be necessary for identification and quantification of potential and
actual air contaminantemissions. If direct recordkeeping is not possible or practical, sufficient records shall be keptto
provide the needed information by indirect means.

DEP Auth ID: 1035113 Page 13 PROPOSED o04/18/2016 11:14 AV



B BRAUN MED lNC/ALLENTOWN\j

#023

[25 Pa. Code §§ 127.411(d), 127.442, 127.463(e) & 127.511(c)]

Reporting Requirements

(a) The permittee shall comply with the reporting requirements for the applicable requirements specified in this Title V
permit. In addition to the reporting requirements specified herein, the permittee shall comply with any additional
applicable reporting requirements promulgated under the Clean Air Act after permit issuance regardless of whether the
permitis revised.

(b) Pursuant to 25 Pa. Code § 127.511(c), the permittee shall submitreports of required monitoring at least every six (6)
months unless otherwise specified in this permit. Instances of deviations (as defined in 25 Pa. Code § 121.1) from
permit requirements shall be clearly identified in the reports. The reporting of deviations shall include the probable
cause of the deviations and corrective actions or preventative measures taken, except that sources with continuous
emission monitoring systems shall report according to the protocol established and approved by the Department for
the source. The required reports shall be certified by a responsible official.

(c) Everyreport submitted to the Department under this permit condition shall comply with the submission procedures
specified in Section B, Condition #020(c) of this permit.

(d) Anyrecords, reports or information obtained by the Department or referred to in a public hearing shall be made
available to the public by the Department exceptfor such records, reports or information for which the permittee has
shown cause that the documents should be considered confidential and protected from disclosure to the public under
Section 4013.2 of the Air Pollution Control Act and consistent with Sections 112(d) and 114(c) of the Clean Air Actand
25 Pa. Code § 127.411(d). The permittee may notrequest a claim of confidentiality for any emissions data generated
for the Title Vfacility.

#024

[25 Pa. Code § 127.513]

Compliance Certification

(a) One year after the date of issuance of the Title V permit, and each year thereafter, unless specified elsewhere in the
permit, the permittee shall submit to the Department and EPARegion |l a certificate of compliance with the terms and
conditions in this permit, for the previous year, including the emission limitations, standards or work practices. This
certification shall include:

(1) The identification of each term or condition of the permitthat is the basis of the certification.

(2) The compliance status.

(3) The methods used for determining the compliance status ofthe source, currently and over the reporting period.

(4) Whether compliance was continuous or intermittent.
(b) The compliance certification shall be postmarked or hand-delivered no later than thirty days after each anniversary of

the date ofissuance of this Title V Operating Permit, or on the submittal date specified elsewhere in the permit, to the
Departmentand EPAin accordance with the submission requirements specified in condition #020 of this section.

#025

[25 Pa. Code § 127.3]

Operational Flexibility

The permittee is authorized to make changes within the Title Vfacility in accordance with the following provisions in 25
Pa. Code Chapter 127 which implement the operational flexibility requirements of Section 502(b)(10) of the Clean Air
Act and Section 6.1(i) of the Air Pollution Control Act:

(1) Section 127.14 (relating to exemptions)

(2) Section 127 447 (relating to alternative operating scenarios)

(3) Section 127.448 (relating to emissions trading at facilities with federally enforceable emissions caps)

(4) Section 127449 (relating to de minimis emission increases)
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(5) Section 127 450 (relating to administrative operating permit amendments)
(6) Section 127.462 (relating to minor operating permitamendments)

(7) Subchapter H (relating to general plan approvals and operating permits)

#026 [25 Pa. Code §§ 127.441(d), 127.512(i} and 40 CFR Part 68]
Risk Management

(a) ifrequired by Section 112(r) of the Clean Air Act, the permittee shall develop and implement an accidental release
program consistent with requirements of the Clean Air Act, 40 CFR Part 68 (relating to chemical accident prevention
provisions) and the Federal Chemical Safety Information, Site Security and Fuels Regulatory Relief Act (P.L. 106-40).

(b) The permittee shall prepare and implement a Risk Management Plan (RMP) which meets the requirements of
Section 112(r) of the Clean Air Act, 40 CFR Part 68 and the Federal Chemical Safety Information, Site Security and Fuels
Regulatory Relief Act when a regulated substance listed in 40 CFR § 68.130 is present in a process in more than the
listed threshold quantity at the Title Vfacility. The permittee shall submitthe RMP to the federal Environmental
Protection Agency according to the following schedule and requirements:

(1) The permittee shall submit the first RMP to a central point specified by EPAno later than the latest of the following:
(i) Three years after the date on which a regulated substance is firstlisted under § 68.130; or,
(ii) The date on which a regulated substance is first present above a threshold quantity in a process.

(2) The permittee shall submit any additional relevant information requested by the Department or EPA concerning
the RMP and shall make subsequent submissions of RMPs in accordance with 40 CFR § 68.190.

(3) The permittee shall certify that the RMP is accurate and complete in accordance with the requirements of 40 CFR
Part 68, including a checklist addressing the required elements of a complete RMP.

(c) As used in this permit condition, the term "process" shall be as defined in 40 CFR § 68.3. The term "process”
means any activity involving a regulated substance including any use, storage, manufacturing, handling, or on-site
movement of such substances or any combination of these activities. For purposes of this definition, any group of
vessels thatare interconnected, or separate vessels thatare located such that a regulated substance could be involved
in a potential release, shall be considered a single process.

(d) if the Title Vfacility is subject to 40 CFR Part 68, as part of the certification required under this permit, the permittee
shall:

(1) Submit a compliance schedule for satisfying the requirements of 40 CFR Part 68 by the date specified in 40 CFR
§68.10(a); or,

(2) Certify that the Title Vfacilityis in compliance with all requirements of 40 CFR Part 68 including the registration
and submission of the RMP.

(e) ifthe Title Vfacility is subjectto 40 CFR Part 68, the permittee shall maintain records suppotting the implementation
of an accidental release program for five (5) years in accordance with 40 CFR § 68.200.

(f) When the Title Vfacilityis subject to the accidental release program requirements of Section 112(r) of the Clean Air
Actand 40 CFR Part 68, appropriate enforcement action will be taken by the Department if:

(1) The permittee fails to register and submitthe RMP or a revised plan pursuant to 40 CFR Part 68.
(2) The permittee fails to submita compliance schedule or include a statement in the compliance certification

required under Condition #24 of Section B of this Title V permit that the Title V facility is in compliance with the
requirements of Section 112(r) of the Clean Air Act, 40 CFR Part 68, and 25 Pa. Code § 127.512(i).
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#027 [25 Pa. Code § 127.512(e}]
Approved Economic Incentives and Emission Trading Programs

No permit revision shall be required under approved economic incentives, marketable permits, emissions trading and
other similar programs or processes for changes that are provided for in this Title V permit.

#028 [25 Pa. Code §§ 127.516, 127.450(d), 127.449(f) & 127.462(g)]
Permit Shield

(a) The permittee's compliance with the conditions of this permit shall be deemed in compliance with applicable
requirements (as defined in 25 Pa. Code § 121.1) as of the date of permitissuance if either of the following applies:

(1) The applicable requirements are included and are specifically identified in this permit.

(2) The Department specifically identifies in the permit other requirements that are not applicable to the permitted
facility or source.

(b) Nothing in 25 Pa. Code § 127.516 or the Title V permit shall alter or affect the following:

(1) The provisions of Section 303 of the Clean Air Act, including the authority of the Administrator of the EPA provided
thereunder.

(2) The liability of the permittee for a violation of an applicable requirement prior fo the time of permitissuance.
(3) The applicable requirements of the acid rain program, consistent with Section 408(a) of the Clean Air Act.
(4) The ability of the EPAto obtain information from the permittee under Section 114 of the Clean Air Act.

(c) Unless precluded by the Clean Air Act or regulations thereunder, final action by the Department incorporating a

significant permit modification in this Title V Permit shall be covered by the permit shield at the time that the permit
containing the significant modification is issued.
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. RESTRICTIONS.

Emission Restriction(s).

# 001 [25 Pa. Code §123.1]

Prohibition of certain fugitive emissions

The permitee may not permitthe emission into the outdoor atmosphere of
a fugitive air contaminant from a source other than the following:

(1) Construction or demolition of buildings or structures.
(2) Grading, paving and maintenance of roads and streets.

(3) Use of roads and streets. Emissions from material in or on trucks,
railroad cars and other vehicular equipment are not considered as
emissions from use of roads and streets.

(4) Clearing ofland.
(5) Stockpiling of materials.
(6) Open burning operations.

(7) Sources and classes of sources other than those identified in
paragraphs (1)-(6), for which the operator has obtained a
determination from the Department that fugitive emissions from the
source, after appropriate control, meet the following requirements:

(i) the emissions are of minor significance with respectto causing
air pollution; and

(i) the emissions are not preventing or interfering with the
attainment or maintenance of any ambient air quality standard.

# 002 [25 Pa. Code §123.2]
Fugitive particulate matter

The permittee may not permit fugitive particulate matter to be emitted into the outdoor atmosphere from a source specified
in Site Level Condition #001, if such emissions are visible at the pointthe emissions pass outside the person's property.

# 003 [25 Pa. Code §123.31]

Limitations

The permittee may not permit the emission into the cutdoor atmosphere of any malodorous air contaminants from any
source in such a manner that the malodors are detectable outside the property of the person on whose land the source is
being operated.

# 004 [25 Pa. Code §123.41]

Limitations

The permittee may not permit the emission into the outdoor atmosphere of visible air contaminants in such a manner that
the opacity of the emission is either of the following:

(1) Equal to or greater than 20% for a period or periods aggregating more
than three minutes in any 1 hour.

(2) Equal to or greater than 60% atanytime.

# 005 [25 Pa. Code §123.42]

Exceptions

The limitations of Site Level Condition #004 shall notapply to a visible
emission in any of the following instances:
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(1) when the presence of uncombined water is the onlyreason for failure
of the emission to meet the limitations.

(2) When the emission results from the operation of equipmentused solely
to train and test persons in observing the opacity of visible
emissions.

(3) When the emission results from sources specified in Site Level
Condition #001.

TESTING REQUIREMENTS.

# 006 [25 Pa. Code §127.511]

Monitoring and related recordkeeping and reporting requirements.

Al sampling, testing and analysis performed in compliance with the requirements of any section of this permit shall be
done in accordance with General Title V Requirements #021.

# 007 [25 Pa. Code §139.1]

Sampling facilities.

Upon the request of the Department, the person responsible for a source shall provide adequate sampling ports, safe
sampling platforms and adequate utilities for the performance by the Department of tests on such source. The Department
will set forth, in the request, the time period in which the facilities shall be provided as well as the specifications for such
facilities.

# 008 [25 Pa. Code §139.2]
Sampling by others.
Sampling and testing done by persons other than the Department may be accepted by the Department provided that:

(1) The Department has been given reasonable notice of the sampling and
testing and has been given reasonable opportunity to observe and
participate in the sampling and testing.

(2) The sampling and testing is conducted under the direct supervision of
persons qualified, by training and experience, to conductsuch
sampling and testing.

(3) Procedures for the sampling and testing are in accord with the
provisions of this chapter.

{(4) The reports of the sampling and testing are accurate and
comprehensive.

MONITORING REQUIREMENTS.

# 009 [25 Pa. Code §123.43]
Measuring techniques

Visible emissions maybe measured using either of the following:

(1) Adevice approved by the Department and maintained to provide
accurate opacity measurements.

(2) Observers, frained and qualified to measure plume opacity with the
naked eye or with the aid of any devices approved by the Department.
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#010 [25 Pa. Code §127.511]

Monitoring and related recordkeeping and reporting requirements.

The permittee shall conduct a monthly inspection during daylight hours when the plantis in production to inspect for visible,
fugitive, and malodor emissions. If visible, fugitive or malodor emissions are detected, corrective actions shall be taken
immediately to abate the emission.

RECORDKEEPING REQUIREMENTS.

#011 [25 Pa. Code §127.511]

Monitoring and related recordkeeping and reporting requirements.

Al records, reports, and analysis results generated in compliance with the requirements of any section of this permit shall
be maintained in accordance with General Title V Requirement#022, Section B, and shall be made available to the
Department upon written or verbal request at a reasonable time.

#012 [25 Pa. Code §127.511]

Monitoring and related recordkeeping and reporting requirements.

Al monthly inspection results for visible, fugitive, or malodor emissions, shall be recorded in a logbook. The logbook shall
be maintained on-site and be made available to the Department upon request. Ata minimum, the permittee shall record
the date, time, results of the inspection, and individual conducting the inspection.

REPORTING REQUIREMENTS.

#013 [25 Pa. Code §127.511]

Monitoring and related recordkeeping and reporting requirements.

On a quarterly basis, the permittee shall compile a report of all logged instances of exceedance of the fugitive, visible and
malodor emission limitations, as required by Site Level Conditions #001, #003 and #004, that occurred during the previous
three (3) months. These reports shall be submitted to the Department within thirty (30) days of the close of the calendar
quarter. If no deviations were detected this report shall be retained on site and made available the Department upon
request.

#014 [25 Pa. Code §127.511]
Monitoring and related recordkeeping and reporting requirements.

1) The company, within one hour of occurrence, shall notify the Department, at 610-861-2070, of any malfunction of the
source(s) or associated air cleaning device(s) which results in, or may possibly be resulting in, the emission of air
contaminants in excess of the limitations specified in, or established pursuant to, any applicable rule or regulation
contained in Article Il of the Rules and Regulations of the Department of Environmental Protection. Awritten report shall be
submitted to the Department within two working days following the incident describing the malfunctions and corrective
actions taken.

2) Any changes in the location of the aforementioned source, or any changes in the process or control equipment would be
consider a modification and would require the submittal of an amended application for plan approval in accordance with
the provisions of 25 PACode 127.11 and 127.12.

3) Any notification as a result of any condition herein should be directed to:

Air Quality Program Manager
Department of Environmental Protection
2 Public Square

Wilkes-Barre, PA18711-0790

#015 [25 Pa. Code §127.513]
Compliance certification.

Compliance cettification

The reporting period for the certificate of compliance required by condition #024 of Section B, shall be for the previous
calendar year, and it shall be submitted within 60 days after the specified period but no later than March 1st
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VI. WORKPRACTICE REQUIREMENTS.

#016 [25 Pa. Code §123.1]

Prohibition of certain fugitive emissions

The permittee shall take all reasonable actions to prevent particulate matter from becoming airborne. These actions shall
include, but not be limited to, the following:

(1) Use, where possible, of water or chemicals for control of dustin
the demolition of buildings or structures, construction operations,
the grading of roads, or the clearing of land.

(2) Application of asphalt, oil, water or suitable chemicals on dirt
roads, material stockpiles and other surfaces which maygive rise to
airborne dusts.

(3) Paving and maintenance of roadways.
{4) Prompt removal of earth or other material from paved streets onto

which earth or other material has been transported by trucking or
earth moving equipment, erosion by water, or other means.

# 017 [25 Pa. Code §129.14]
Open burning operations

(a) Air basins. No person may permit the open burning of material in an
air basin.

{b) Exceptions: The requirements of subsections (a) do not applywhere
the open burning operations result from:

(1) Afire setto prevent or abate a fire hazard, when approved by
the Departmentand set by or under the supervision of a public
officer.

(2) Afire setfor the purpose of instructing personnel in fire
fighting, when approved by the Department.

(3) Afire setfor the prevention and control of disease or pests,
when approved by the Department.

(4) Afire setin conjunction with the production of agricultural
commodities in their unmanufactured state on the premises of
the farm operation.

(5) Afire setfor the purpose of burning domestic refuse, when the
fire is on the premises of a structure occupied solelyas a
dwelling by two families or less and when the refuse results
from the normal occupancy of such structure.

(6) Afire setsolelyfor recreational or ceremonial purposes.

(7) Afire set solely for cooking food.
ADDITIONAL REQUIREMENTS.
#018 [25 Pa. Code §121.7]

Prohibition of air pollution.
The permittee may not permit the presence in the outdoor atmosphere of anyform of contaminant, including, but not limited

VI
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to, the discharging from stacks, chimneys, openings, buildings, structures, open fires, vehicles, processes or anyother
source of any smoke, soot, flyash, dust, cinders, dirt, noxious or obnoxious acids, fumes, oxides, gases, vapors, odors,
toxic, hazardous or radiocactive substances, waste or other matter in a place, manner or concentration inimical or which
may be inimical to public health, safety or welfare or which is or may be injurious to human, plant or animal life or to
property or which unreasonably interferes with the comfortable enjoyment of life or property.

#019 [25 Pa. Code §127.512]
Operating permit terms and conditions.

Internal combustion engines, regardless of size, shall maintain a combined NOxemissions less than 100 Ibs/hr, 1000
Ibs/day, 2.75 tons per ozone season and 6.6 tons per year on a 12-month rolling basis for all exemptengines at the site.

Vill. COMPLIANCE CERTIFICATION.

No additional compliance certifications exist except as provided in other sections of this permit including Section B (relating
to Title V General Requirements).

IX. COMPLIANCE SCHEDULE.
No compliance milestones exist

*** Permit Shield in Effect ***
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Source ID: 003 Source Name: EMERGENCY GENERATOR - 605HP DIESEL

Source Capacity/Throughput:

Conditions for this source occur in the following groups: GROUP 2

PROC STAC
003 o sS08

FML J
FMLO3

I. RESTRICTIONS.
Emission Restriction{s).

# 001 [40 CFR Part 60 Standards of Performance for New Stationary Sources §40 CFR60.4205]

Subpart llll - Standards of Performance for Stationary Compression ignition Internal Combustion Engines

What emission standards must | meet for emergency engines if | am an owner or operator of a stationary Cl internal
combustion engine?

(b) Owners and operators of 2007 model year and later emergency stationary Cl ICE with a displacement ofless than 30
liters per cylinder that are not fire pump engines must comply with the emission standards for new nonroad Cl engines in
§60.4202, for all poliutants, for the same model year and maximum engine power for their 2007 model year and later

emergency stationary Cl ICE.

ll. TESTING REQUIREMENTS.

No additional testing requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Restrictions).

lil. MONITORING REQUIREMENTS.

No additional monitoring requirements exist except as provided in other sections of this permitincluding Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

IV. RECORDKEEPING REQUIREMENTS.

No additional record keeping requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. REPORTING REQUIREMENTS.

No additional reporting requirements exist except as provided in other sections ofthis permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

Vi. WORK PRACTICE REQUIREMENTS.

# 002 [40 CFR Part 60 Standards of Performance for New Stationary Sources §40 CFR 60.4211]
Subpart Hil - Standards of Performance for Stationary Compression Ignition Internal Combustion Engines
What are my compliance requirements if | am an owner or operator of a stationary Cl internal combustion engine?

(a) Ifyou are an owner or operator and must comply with the emission standards specified in this subpart, you must
operate and maintain the stationary Cl internal combustion engine and control device according to the manufacturer's
written instructions or procedures developed by the owner or operator that are approved by the engine manufacturer. In
addition, owners and operators may only change those seftings that are permitted by the manufacturer. You mustalso meet
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the requirements of 40 CFR parts 89, 94 and/or 1068, as they apply to you.

Vil. ADDITIONAL REQUIREMENTS.

No additional requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Restrictions).

*** Dermit Shield in Effect. ***
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Source ID: 004 Source Name: FIRE PUMP - 100HP DIESEL
Source Capacity/Throughput:

Conditions for this source occur in the following groups: GROUP 2

PROC STAC
004 o S09

FML J
FMLO3

I. RESTRICTIONS.
Emission Restriction{s).

# 001 [40 CFR Part 60 Standards of Performance for New Stationary Sources §40 CFR60.4205]

Subpart llll - Standards of Performance for Stationary Compression ignition Internal Combustion Engines

What emission standards must | meet for emergency engines if | am an owner or operator of a stationary Cl internal
combustion engine?

(c) Owners and operators of fire pump engines with a displacement of less than 30 liters per cylinder must comply with the
emission standards in table 4 to this subpart, for all pollutants.

il. TESTING REQUIREMENTS.

No additional testing requirements exist except as provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Restrictions).

lil. MONITORING REQUIREMENTS.

No additional monitoring requirements exist except as provided in other sections of this permitincluding Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. RECORDKEEPING REQUIREMENTS.

No additional record keeping requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. REPORTING REQUIREMENTS.
No additional reporting requirements exist except as provided in other sections of this permit including Section B (Title V

General Requirements) and/or Section E (Source Group Restrictions).

VI. WORK PRACTICE REQUIREMENTS.

#002 [40 CFR Part 60 Standards of Performance for New Stationary Sources §40 CFR 60.4211]
Subpart lil - Standards of Performance for Stationary Compression Ignition Internal Combustion Engines
What are my compliance requirements if | am an owner or operator of a stationary Cl internal combustion engine?

(a) If you are an owner or operator and must comply with the emission standards specified in this subpart, you must
operate and maintain the stationary Cl internal combustion engine and control device according to the manufacturer's
written instructions or procedures developed by the owner or operator that are approved by the engine manufacturer. In
addition, owners and operators may only change those settings that are permitted by the manufacturer. You mustalso meet

the requirements of40 CFR parts 89, 94 and/or 1068, as they apply to you.
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Vil. ADDITIONAL REQUIREMENTS.

No additional requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Restrictions).

*** Dermit Shield in Effect. ***
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Source ID: 101 Source Name: STERILIZER - 1000 CUFT

Source Capacity/Throughput:

Conditions for this source occur in the following groups: GROUP 1

PROC CNTL STAC

101 ﬁ 002 o sS02
l-} STAC
s23

. RESTRICTIONS.

No additional requirements exist except as provided in other sections of this permitincluding Section B (Title V General
Requirements) and/or Section E {Source Group Restrictions).

. TESTING REQUIREMENTS.

No additional testing requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Resfrictions).

. MONITORING REQUIREMENTS.

No additional monitoring requirements exist except as provided in other sections of this permitincluding Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. RECORDKEEPING REQUIREMENTS.

No additional record keeping requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. REPORTING REQUIREMENTS.

No additional reporting requirements exist except as provided in other sections ofthis permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

VI. WORKPRACTICE REQUIREMENTS.

No additional work practice requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

Vil. ADDITIONAL REQUIREMENTS.

No additional requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Restrictions).

*** Permit Shield in Effect. ***
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Source ID: 102 Source Name: STERILIZER - 1000 CUFT

Source Capacity/Throughput:

Conditions for this source occur in the following groups: GROUP 1

PROC CNTL STAC

102 ﬁ 002 o sS02
l-} STAC
s23

. RESTRICTIONS.

No additional requirements exist except as provided in other sections of this permitincluding Section B (Title V General
Requirements) and/or Section E {Source Group Restrictions).

. TESTING REQUIREMENTS.

No additional testing requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Resfrictions).

. MONITORING REQUIREMENTS.

No additional monitoring requirements exist except as provided in other sections of this permitincluding Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. RECORDKEEPING REQUIREMENTS.

No additional record keeping requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. REPORTING REQUIREMENTS.

No additional reporting requirements exist except as provided in other sections ofthis permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

VI. WORKPRACTICE REQUIREMENTS.

No additional work practice requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

Vil. ADDITIONAL REQUIREMENTS.

No additional requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Restrictions).

*** Permit Shield in Effect. ***
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Source ID: 103 Source Name: STERILIZER - 1000 CUFT

Source Capacity/Throughput:

Conditions for this source occur in the following groups: GROUP 1

PROC CNTL STAC

103 ﬁ 002 o sS02
l-} STAC
s23

. RESTRICTIONS.

No additional requirements exist except as provided in other sections of this permitincluding Section B (Title V General
Requirements) and/or Section E {Source Group Restrictions).

. TESTING REQUIREMENTS.

No additional testing requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Resfrictions).

. MONITORING REQUIREMENTS.

No additional monitoring requirements exist except as provided in other sections of this permitincluding Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. RECORDKEEPING REQUIREMENTS.

No additional record keeping requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. REPORTING REQUIREMENTS.

No additional reporting requirements exist except as provided in other sections ofthis permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

VI. WORKPRACTICE REQUIREMENTS.

No additional work practice requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

Vil. ADDITIONAL REQUIREMENTS.

No additional requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Restrictions).

*** Permit Shield in Effect. ***
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Source ID: 104 Source Name: STERILIZER - 1000 CUFT

Source Capacity/Throughput:

Conditions for this source occur in the following groups: GROUP 1

PROC CNTL STAC

104 ﬁ 002 o sS02
l-} STAC
s23

. RESTRICTIONS.

No additional requirements exist except as provided in other sections of this permitincluding Section B (Title V General
Requirements) and/or Section E {Source Group Restrictions).

. TESTING REQUIREMENTS.

No additional testing requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Resfrictions).

. MONITORING REQUIREMENTS.

No additional monitoring requirements exist except as provided in other sections of this permitincluding Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. RECORDKEEPING REQUIREMENTS.

No additional record keeping requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. REPORTING REQUIREMENTS.

No additional reporting requirements exist except as provided in other sections ofthis permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

VI. WORKPRACTICE REQUIREMENTS.

No additional work practice requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

Vil. ADDITIONAL REQUIREMENTS.

No additional requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Restrictions).

*** Permit Shield in Effect. ***
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Source ID: 105 Source Name: STERILIZER - 1200 CU FT

Source Capacity/Throughput:

Conditions for this source occur in the following groups: GROUP 1

PROC CNTL STAC

105 ﬁ 002 o sS02
l-} STAC
s23

. RESTRICTIONS.

No additional requirements exist except as provided in other sections of this permitincluding Section B (Title V General
Requirements) and/or Section E {Source Group Restrictions).

. TESTING REQUIREMENTS.

No additional testing requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Resfrictions).

. MONITORING REQUIREMENTS.

No additional monitoring requirements exist except as provided in other sections of this permitincluding Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. RECORDKEEPING REQUIREMENTS.

No additional record keeping requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. REPORTING REQUIREMENTS.

No additional reporting requirements exist except as provided in other sections ofthis permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

VI. WORKPRACTICE REQUIREMENTS.

No additional work practice requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

Vil. ADDITIONAL REQUIREMENTS.

No additional requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Restrictions).

*** Permit Shield in Effect. ***

DEP Auth ID: 1035113 Page 30 PROPOSED o04/18/2016 11:14 AV



B BRAUN MED lNC/ALLENTOWN\j

Source ID: 106 Source Name: STERILIZER - 1250 CUFT

Source Capacity/Throughput:

Conditions for this source occur in the following groups: GROUP 1

PROC CNTL STAC

106 ﬁ 002 o sS02
l-} STAC
s23

. RESTRICTIONS.

No additional requirements exist except as provided in other sections of this permitincluding Section B (Title V General
Requirements) and/or Section E {Source Group Restrictions).

. TESTING REQUIREMENTS.

No additional testing requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Resfrictions).

. MONITORING REQUIREMENTS.

No additional monitoring requirements exist except as provided in other sections of this permitincluding Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. RECORDKEEPING REQUIREMENTS.

No additional record keeping requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. REPORTING REQUIREMENTS.

No additional reporting requirements exist except as provided in other sections ofthis permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

VI. WORKPRACTICE REQUIREMENTS.

No additional work practice requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

Vil. ADDITIONAL REQUIREMENTS.

No additional requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Restrictions).

*** Permit Shield in Effect. ***
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Source ID: 107 Source Name: STERILIZER -3700 CUFT

Source Capacity/Throughput:

Conditions for this source occur in the following groups: GROUP 1

PROC CNTL STAC

107 ﬁ 002 o sS02
l-} STAC
s23

. RESTRICTIONS.

No additional requirements exist except as provided in other sections of this permitincluding Section B (Title V General
Requirements) and/or Section E {Source Group Restrictions).

. TESTING REQUIREMENTS.

No additional testing requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Resfrictions).

. MONITORING REQUIREMENTS.

No additional monitoring requirements exist except as provided in other sections of this permitincluding Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. RECORDKEEPING REQUIREMENTS.

No additional record keeping requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. REPORTING REQUIREMENTS.

No additional reporting requirements exist except as provided in other sections ofthis permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

VI. WORKPRACTICE REQUIREMENTS.

No additional work practice requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

Vil. ADDITIONAL REQUIREMENTS.

No additional requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Restrictions).

*** Permit Shield in Effect. ***
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Source ID: 108 Source Name: STERILIZER - 130 CUFT

Source Capacity/Throughput:

Conditions for this source occur in the following groups: GROUP 1

PROC CNTL STAC

108 ﬁ 002 o sS02
l-} STAC
s23

. RESTRICTIONS.

No additional requirements exist except as provided in other sections of this permitincluding Section B (Title V General
Requirements) and/or Section E {Source Group Restrictions).

. TESTING REQUIREMENTS.

No additional testing requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Resfrictions).

. MONITORING REQUIREMENTS.

No additional monitoring requirements exist except as provided in other sections of this permitincluding Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. RECORDKEEPING REQUIREMENTS.

No additional record keeping requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. REPORTING REQUIREMENTS.

No additional reporting requirements exist except as provided in other sections ofthis permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

VI. WORKPRACTICE REQUIREMENTS.

No additional work practice requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

Vil. ADDITIONAL REQUIREMENTS.

No additional requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Restrictions).

*** Permit Shield in Effect. ***
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Source ID: 110 Source Name: AERATION ROOM

Source Capacity/Throughput:

Conditions for this source occur in the following groups: GROUP 1

PROC CNTL STAC
110 r 001 r S04
.  RESTRICTIONS.

No additional requirements exist except as provided in other sections of this permitincluding Section B (Title V General
Requirements) and/or Section E {Source Group Restrictions).

. TESTING REQUIREMENTS.

No additional testing requirements exist except as provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Restrictions).

. MONITORING REQUIREMENTS.

No additional monitoring requirements exist except as provided in other sections of this permitincluding Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. RECORDKEEPING REQUIREMENTS.

No additional record keeping requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. REPORTING REQUIREMENTS.

No additional reporting requirements exist except as provided in other sections ofthis permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

VI. WORKPRACTICE REQUIREMENTS.

No additional work practice requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

Vil. ADDITIONAL REQUIREMENTS.

No additional requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Restrictions).

*** Permit Shield in Effect. ***
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Source ID: 111 Source Name: EMERGENCY GENERATOR 2

Source Capacity/Throughput:

Conditions for this source occur in the following groups: GROUP 2

PROC STAC

111 o S04

FML J
FMLO1

. RESTRICTIONS.

No additional requirements exist except as provided in other sections of this permitincluding Section B (Title V General
Requirements) and/or Section E (Source Group Restrictions).

ll. TESTING REQUIREMENTS.

No additional testing requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Restrictions).

. MONITORING REQUIREMENTS.

No additional monitoring requirements exist except as provided in other sections of this permitincluding Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. RECORDKEEPING REQUIREMENTS.

No additional record keeping requirements exist except as provided in other sections of this permitincluding Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. REPORTING REQUIREMENTS.

No additional reporting requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

VI. WORK PRACTICE REQUIREMENTS.

No additional work practice requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

Vil. ADDITIONAL REQUIREMENTS.

No additional requirements exist except as provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Resfrictions).

*** Permit Shield in Effect. ***
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Source ID: 112 Source Name: EMERGENCY GENERATOR 1

Source Capacity/Throughput:

Conditions for this source occur in the following groups: GROUP 2

PROC STAC

112 o S03

FML J
FMLO3

. RESTRICTIONS.

No additional requirements exist except as provided in other sections of this permitincluding Section B (Title V General
Requirements) and/or Section E (Source Group Restrictions).

ll. TESTING REQUIREMENTS.

No additional testing requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Restrictions).

. MONITORING REQUIREMENTS.

No additional monitoring requirements exist except as provided in other sections of this permitincluding Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. RECORDKEEPING REQUIREMENTS.

No additional record keeping requirements exist except as provided in other sections of this permitincluding Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. REPORTING REQUIREMENTS.

No additional reporting requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

VI. WORK PRACTICE REQUIREMENTS.

No additional work practice requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

Vil. ADDITIONAL REQUIREMENTS.

No additional requirements exist except as provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Resfrictions).

*** Permit Shield in Effect. ***
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Source ID: 113 Source Name: FIRE PUMP 1

Source Capacity/Throughput:

Conditions for this source occur in the following groups: GROUP 2

PROC STAC

113 o sS05
FML _1
FMLO3

I. RESTRICTIONS.
Emission Restriction{s).

# 001 [40 CFR Part 63 NESHAPS for Source Categories §40 CFR63.6604]

Subpart ZZZ7 - National Emissions Standards for Hazardous Air Pollutants for Stationary Reciprocating Internal
Combustion Engines

What fuel requirements must | meet if | own or operate an existing stationary Cl RICE?

Beginning January 1, 2015, if you own or operate an existing emergency Cl stationary RICE with a site rating of more than
100 brake HP and a displacement ofless than 30 liters per cylinder that uses diesel fuel and operates or is contfractually
obligated to be available for more than 15 hours per calendar vear for the purposes specified in §63.6640(H)(2)(ii) and (iii) or
that operates for the purpose specified in §63.6640(f)(4)(ii), you must use diesel fuel that meets the requirements in 40
CFR 80.510(b) for non-road diesel fuel, except that any existing diesel fuel purchased (or otherwise obtained) prior to
January 1, 2015, may be used until depleted.

Il. TESTING REQUIREMENTS.

No additional testing requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Restrictions).

lil. MONITORING REQUIREMENTS.

No additional monitoring requirements exist except as provided in other sections of this permitincluding Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

IV. RECORDKEEPING REQUIREMENTS.

No additional record keeping requirements exist except as provided in other sections of this permitincluding Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

V. REPORTING REQUIREMENTS.

No additional reporting requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

Vi. WORKPRACTICE REQUIREMENTS.

No additional work practice requirements exist except as provided in other sections ofthis permit including Section B (Title V
General Requirements) and/or Section E (Source Group Restrictions).

DEP Auth ID: 1035113 Page 37 PROPOSED o04/18/2016 11:14 AV



B BRAUN MED lNC/ALLENTOWN\j

Vil. ADDITIONAL REQUIREMENTS.

No additional requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements) and/or Section E (Source Group Restrictions).

*** Dermit Shield in Effect. ***
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Source ID: 116 Source Name: F-LINE

Source Capacity/Throughput:

PROC STAC

116 o S21

. RESTRICTIONS.

No additional requirements exist except as provided in other sections of this permitincluding Section B (Title V General
Requirements).

il. TESTING REQUIREMENTS.

No additional testing requirements exist except as provided in other sections of this permit including Section B (Title V General
Requirements).

lil. MONITORING REQUIREMENTS.

No additional monitoring requirements exist except as provided in other sections of this permitincluding Section B (Title V
General Requirements).

V. RECORDKEEPING REQUIREMENTS.

No additional record keeping requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements).

V. REPORTING REQUIREMENTS.

No additional reporting requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements).

VI. WORKPRACTICE REQUIREMENTS.

No additional work practice requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements).

Vil. ADDITIONAL REQUIREMENTS.

No additional requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements).

*** Permit Shield in Effect. ***
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Source ID: 117 Source Name: INTROCAN

Source Capacity/Throughput:

PROC STAC

117 o 822

. RESTRICTIONS.

No additional requirements exist except as provided in other sections of this permitincluding Section B (Title V General
Requirements).

il. TESTING REQUIREMENTS.

No additional testing requirements exist except as provided in other sections of this permit including Section B (Title V General
Requirements).

lil. MONITORING REQUIREMENTS.

No additional monitoring requirements exist except as provided in other sections of this permitincluding Section B (Title V
General Requirements).

V. RECORDKEEPING REQUIREMENTS.

No additional record keeping requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements).

V. REPORTING REQUIREMENTS.

No additional reporting requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements).

VI. WORKPRACTICE REQUIREMENTS.

No additional work practice requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements).

Vil. ADDITIONAL REQUIREMENTS.

No additional requirements exist exceptas provided in other sections of this permit including Section B (Title V General
Requirements).

*** Permit Shield in Effect. ***
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Group Name: GROUP 1
Group Description: ETO STERLIZERS
Sources included in this group

101 STERILIZER- 1000 CUFT

102 STERILIZER-1000 CUFT
103 STERILIZER - 1000 CUFT
104 STERILIZER-1000CUFT
105 STERILIZER - 1200 CUFT
106 STERILIZER-1250CUFT
107 STERILIZER-3700 CUFT
108 STERILIZER-130CUFT
110 AERATION ROOM

i. RESTRICTIONS.
Emission Restriction(s).

# 001 [40 CFR Part 63 NESHAPS for Source Categories §40 CFR 63.362]

Subpart O -- Ethylene Oxide Emissions Standards for Sterilization Facilities
Standards.

(a) Each owner or operator of a source subjectto the provisions of this subpart shall comply with these requirements on
and after the compliance date specified in Sec. 63.360(g). The standards of this section are summarized in Table 1 of this
section.

Table 1 of Section 63.362.-- Standards for Ethylene Oxide Commercial Sterilizers and Fumigators

Existingand  Source Sterilization Aeration Chamber
New sources type chamber vent room vent exhaustvent
Source size.....<907 kg ..No controls required; minimal recordkeeping

(<1 ton) requirements apply (see Sec. 63.367(c)).

>=907 kg and 99% emission No control No control

<9,070 kg reduction (see
{(>=1 ton and Sec. 63.362(c)).
<10 tons).
>=9,070 kg 99% emission 1 ppm No control
(>=10 tons) reduction (see maximum
Sec. 63.362(c)). outlet
concen-
fration or
99%
emission
reduction
(see Sec.
63.362(d)).

(b) Applicability of emission limits. The emission limitations of paragraphs (c), (d), and (e) of this section apply during
sterilization operation. The emission limitations do notapply during periods of malfunction.

(c) Sterilization chamber vent at sources using 1 ton. Each owner or operator of a sterilization source using 1 ton shall
reduce ethylene oxide emissions to the atmosphere by atleast 99 percent from each sterilization chamber vent.
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(d) Aeration room vent at sources using 10 tons. Each owner or operator of a sterilization source using 10 tons shall
reduce ethylene oxide emissions to the atmosphere from each aeration room vent to a maximum concentration of 1 ppmv
or by atleast 99 percent, whichever is less stringent, from each aeration room vent.

(e) [Reserved]

il. TESTING REQUIREMENTS.

# 002 [40 CFR Part 63 NESHAPS for Source Categories §40 CFR 63.365]
Subpart O -- Ethylene Oxide Emissions Standards for Sterilization Facilities
Test methods and procedures.

(a) Performance testing. The owner or operator of a source subject to the emissions standards in Sec. 63.362 shall
comply with the performance testing requirements in Sec. 63.7 of subpart A of this part, according to the applicability in
Table 1 of Sec. 63.360, and in this section.

(b) Efficiency at the sterilization chamber vent. The following procedures shall be used to determine the efficiency of all
types of control devices used to comply with §63.362(c), sterilization chamber vent standard.

(1) Firstevacuation of the sterilization chamber. These procedures shall be performed on an empty sterilization
chamber, charged with a typical amount of ethylene oxide, for the duration of the first evacuation under normal operating
conditions (i.e., sterilization pressure and temperature).

(i) The amount of ethylene oxide loaded into the sterilizer (Wc) shall be determined by either:

(A) Weighing the ethylene oxide gas cylinder(s) used to charge the sterilizer before and after charging. Record these
weights to the nearest 45 g (0.1 Ib). Multiply the total mass of gas charged by the weight percent ethylene oxide presentin
the gas.

(B) Installing calibrated rotameters at the sterilizer inlet and measuring flow rate and duration of sterilizer charge. Use
the following equation to convert flow rate to weight of ethylene oxide:

We = Fyxt X %EOv x (MW / SV)
where:

We=weight of ethylene oxide charged, g (Ib)

Fv=volumetric flow rate, liters per minute (L/min) corrected to 20 deg.C and 101.325 kilopascals (kPa) (scf per minute
(scfm) corrected to 68 deg.F and 1 atmosphere of pressure (atm)); the flowrate must be constant during time (f)t=time, min
%EOv=wlume fraction ethylene oxide

SV=standard volume, 24.05 liters per mole (L/mole)=22.414 L/mole ideal gas law constant corrected to 20 deg.C and
101.325 kPa (385.32 scfper mole (scfimole)=359 scf/mole ideal gas law constant corrected to 68 deg.F and 1 atm).
MW=molecular weight of ethylene oxide, 44.05 grams per gram-mole (g/g-mole) (44.05 pounds per pound-mole (Ib/lb-
mole)), or

(C) Calculating the mass based on the conditions of the chamber immediately after it has been charged using the
following equation:

We = (MW x%EOVvXP xV)/(RxT)
where:
P=chamber pressure, kPa (psia)
V=chamber wlume, liters (L) (t3)
R=gas constant, 8.313 L(kPa/g-mole((10.73 psia(ft3/mole (R)
T=temperature, K ((R)

Note: If the ethylene oxide concentration is in weight percent, use the following equation to calculate mole fraction:
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%EOv=WEQO / {WEO + [Wxx (MW / MWxX)]}
where:

WEO=weight percent of ethylene oxide
Wx=weight percent of compound in the balance of the mixture
MWx=molecular weight of compound in the balance gas mixture

(i) The residual mass of ethylene oxide in the sterilizer shall be determined byrecording the chamber temperature,
pressure, and volume after the completion of the first evacuation and using the following equation:

Wr = (MW X %EOvXP xV)/(RxT)
where:
Wr=weight of ethylene oxide remaining in chamber {after the first evacuation), in g (Ib)

(iii) Calculate the total mass of ethylene oxide at the inlet to the control device (Wi) by subtracting the residual mass

{Wr) calculated in paragraph (b)(1)(ii) of this section from the charged weight (Wc) calculated in paragraph (b){1)(i) of this
section.

(iv) The mass of ethyiene oxide emitted from the control device outlet (Wo) shall be calculated by continuously
monitoring the flow rate and concentration using the following procedure.

(A) Measure the flow rate through the control device exhaust continuously during the first evacuation using the
procedure found in 40 CFR part 60, appendix A, Test Methods 2, 2A, 2C, or 2D, as appropriate. (Method 2D (using orifice
plates or Rootstype meters) is recommended for measuring flow rates from sterilizer control devices.) Record the flow rate
at 1-minute intervals throughout the test cycle, taking the first reading within 15 seconds after time zero. Time zero is defined
as the moment when the pressure in the sterilizer is released. Correct the flow to standard conditions (20 deg.C and
101.325 kPa (68 deg.F and 1 atm)) and determine the flow rate for the run as outlined in the test methods listed in
paragraph (b) of this section.

(B) Test Method 18 or 25A, 40 CFR part 60, appendix A (hereafter referred to as Method 18 or 25A, respectivrely), shall
be used to measure the concentration of ethylene oxide.

(1) Prepare a graph of volumetric flow rate versus time corresponding to the period of the run cycle. Integrate the
area under the curve to determine the volume.

(2) Calculate the mass of ethylene oxide by using the following equation:

Wo = C xV x (MW/SV) x (1/10°6)
where:
Wo=Mass of ethylene oxide, g (Ib)
C=concentration of ethylene oxide in ppmv
V=volume of gas exiting the confrol device corrected to standard conditions, L (ft3)
1/106=correction factor LEO/106 L TOTAL GAS (f3EC/106ft3TOTAL GAS)

(3) Calculate the efficiency by the equation in paragraph (b)(1)(v) of this section.

(C) [Reserved]
{v) Determine control device efficiency (% Eff) using the following equation:

%Eff = [(Wi - Wo) / Wi] x 100

where:
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% Eff = percent efficiency
Wi = mass flow rate into the control device
Wo = mass flow rate out of the control device

{vi) Repeat the procedures in paragraphs (b)(1) (i) through (v) of this section three times. The arithmetic average
percent efficiency of the three runs shall determine the overall efficiency of the control device.

(2) [Reserved]
(c) Concentration determination. The following procedures shall be used to determine the ethylene oxide concentration.

(1) Parameter monitoring. For determining the ethylene oxide concentration required in Sec. 63.364(e), follow the
procedures in PS 8 or PS 9 in 40 CFR part 60, appendix B. Sources complying with PS 8 are exemptfrom the relative
accuracy procedures in sections 2.4 and 3 of PS-8.

(2) Initial compliance. For determining the ethylene oxide concentration required in Sec. 63.363(c)(2), the procedures
outlined in Method 18 or Method 25 A (40 CFR part 60, appendix A) shall be used. A Method 18 or Method 25A test
consists of three 1-hour runs. Ifusing Method 25Ato determine concentration, calibrate and report Method 25A
instrument results using ethylene oxide as the calibration gas. The arithmetic average of the ethylene oxide concentration of
the three testruns shall determine the overall outlet ethyiene oxide concentration from the control device.

(d) Efficiency determination at the aeration room vent (not manifolded). The following procedures shall be used to
determine the efficiency of a control device used to comply with Sec. 63.362(d), the aeration room vent standard.

(1) Determine the concentration of ethylene oxide at the inlet and outlet of the control device using the procedures in
Method 18 or 25Ain 40 CFR part 60, appendix A Atestis comprised of three 1-hour runs.

(2) Determine control device efficiency (% Eff) using the following equation:
%ESf = [(Wi - Wo) / Wi]x 100
Where:

% Eff = percent efficiency
W<INF>i</INF> = mass flow rate into the control device
W<INF>O</INF> = mass flow rate out of the control device

(3) Repeat the procedures in paragraphs (d)(1) and (2) of this section three times. The arithmetic average percent
efficiency of the three runs shall determine the overall efficiency of the control device.

(e) Determination of baseline parameters for acid-water scrubbers. The procedures in this paragraph shall be used to
determine the monitored parameters established in Sec. 63.363(b), (d), or (e) for acid-water scrubbers and to monitor the
parameters as established in Sec. 63.364(b).

(1) Ethylene glycol concentration. For determining the ethylene glycol concentration, the facility owner or operator shall
establish the maximum ethylene glycol concentration as the ethylene glycol concentration averaged over three test runs; the
sampling and analysis procedures in ASTM D 3695-88, Standard Test Method for Volatile Alcohols in Water By Direct
Agqueous-Injection Gas Chromatography, (incorporated by reference--see Sec. 63.14) shall be used to determine the
ethylene glycol concentration.

(2) Scrubber liquor tank level. For determining the scrubber liqguor tank level, the sterilization facility owner or operator
shall establish the maximum liquor tank level based on a single measurement of the liquor tank level during one testrun.

(f) [Reserved]

(g) An owner or operator of a sterilization facility seeking to demonstrate compliance with the standards found at Sec.
63.362(c), (d), or (e) with a control device other than an acid-water scrubber or cataltic or thermal oxidation unit shall
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provide to the Administrator the information requested under Sec. 63.363(f). The owner or operator shall submit: a
description of the device; testresults collected in accordance with Sec. 63.363(f) verifying the performance of the device for
controlling ethylene oxide emissions to the atmosphere to the levels required by the applicable standards; the appropriate
operating parameters that will be monitored; and the frequency of measuring and recording to establish continuous
compliance with the standards. The monitoring plan submitted identifying the compliance monitoring is subject to the
Administrator's approval. The owner or operator of the sterilization facility shall install, calibrate, operate, and maintain the
monitor(s) approved by the Administrator based on the information submitted by the owner or operator. The owner or
operator shall include in the information submitted to the Administrator proposed performance specifications and quality
assurance procedures for their monitors. The Administrator mayrequest further information and shall approve appropriate
testmethods and procedures.

(h) An owner or operator of a sterilization facility seeking to demonstrate compliance with the requirements of Sec. 63.363
or Sec. 63.364, with a monitoring device or procedure other than a gas chromatograph or a lame ionization analyzer, shall
provide to the Administrator information describing the operation of the monitoring device or procedure and the
parameter(s) that would demonstrate continuous compliance with each operating limit. The Administrator may
request further information and will specify appropriate test methods and procedures.

lil. MONITORING REQUIREMENTS.

# 003 [40 CFR Part 63 NESHAPS for Source Categories §40 CFR 63.363]
Subpart O -- Ethylene Oxide Emissions Standards for Sterilization Facilities
Compliance and performance provisions.

(a) (1) The owner or operator of a source subject to emissions standards in Sec. 63.362 shall conduct an initial
performance testusing the procedures listed in Sec. 63.7 according to the applicability in Table 1 of Sec. 63.360, the
procedures listed in this section, and the test methods listed in Sec. 63.365.

(2) The owner or operator of all sources subject to these emissions standards shall complete the performance test
within 180 days after the compliance date for the specific source as determined in Sec. 63.360(g).

(b) The procedures in paragraphs (b)(1) through (3) of this section shall be used to determine initial compliance with the
emission limits under Sec. 63.362(c), the sterilization chamber vent standard and to establish operating limits for the

control devices:

(1) The owner or operator shall determine the efficiency of control devices used to comply with Sec. 63.362(c) using the
test methods and procedures in Sec. 63.365(b).

(2) For facilities with acid-water scrubbers, the owner or operator shall establish as an operating limit either:
(i) The maximum ethylene glycol concentration using the procedures described in Sec. 63.365(e)(1); or
(i) The maximum liguor tank level using the procedures described in Sec. 63.365(e)(2).

(3) For facilities with catalytic oxidizers or thermal oxidizers, the operating limit consists ofthe recommended minimum
oxidization temperature provided by the oxidation unitmanufacturer for an operating limit.

(4) Facilities with catalytic oxidizer shall comply with one of the following work practices:

(i) Once per year after the initial compliance test, conduct a performance test during routine operations, i.e., with
product in the chamber using the procedures described in Sec. 63.365(b) or (d) as appropriate. Ifthe percent efficiencyis
less than 99 percent, restore the catalyst as soon as practicable but no later than 180 days after conducting the
performance test; or

(i) Once per year after the initial compliance test, analyze ethylene oxide concentration data from Sec. 63.364(e)ora
continuous emission monitoring system (CEMS) and restore the catalyst as soon as practicable butno later than 180 days
after data analysis; or

(iii) Every 5 years, beginning 5 years after the initial compliance test (or by December 6, 2002, whichever is later),
replace the catalyst bed with new catalyst material.
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(c) The procedures in paragraphs (c)(1) through (3) of this section shall be used to determine initial compliance with the
emission limits under Sec. 63.362(d), the aeration room vent standard:

(1) The owner or operator shall comply with either paragraph (b)(2) or (3) of this section.

(2) Determine the concentration of ethylene oxide emitted from the aeration room into the atmosphere (after any control
device used to comply with Sec. 63.362(d)) using the methods in Sec. 63.365(c)(1); or

(3) Determine the efficiency of the control device used to comply with Sec. 63.362(d) using the test methods and
procedures in Sec. 63.365(d)(2).

(d) [Reserved]

(e) For facilities complying with the emissions limits under Sec. 63.362 with a control technology other than acid-water
scrubbers or catalytic or thermal oxidizers, the owner or operator of the facility shall provide to the Administrator or delegated
authority information describing the design and operation of the air pollution control system, including recommendations for
the operating parameters to be monitored to demonstrate continuous compliance. Based on this information, the
Administrator will determine the operating parameter(s) to be measured during the performance test. During the
performance testrequired in paragraph (a) of this section, using the methods approved in Sec. 63.365(g), the owner or
operator shall determine the site-specific operating limit(s Yfor the operating parameters approved by the Administrator.

(f) Afacility must demonstrate continuous compliance with each operating limit and work practice standard required under
this section, except during periods of startup, shutdown, and malfunction, according to the methods specified in Sec.
83.364.

# 004 [40 CFR Part 63 NESHAPS for Source Categories §40 CFR 63.364]
Subpart O -- Ethylene Oxide Emissions Standards for Sterilization Facilities
Monitoring requirements.

(a)(1) The owner or operator of a source subject to emissions standards in Sec. 63.362 shall comply with the monitoring
requirements in Sec. 63.8 of subpart Aofthis part, according to the applicabilityin Table 1 of Sec. 63.360, and in this
section.

(2) Each owner or operator of an ethylene oxide sterilization facility subject to these emissions standards shall monitor
the parameters specified in this section. All monitoring equipment shall be installed such thatrepresentative
measurements of emissions or process parameters from the source are cbtained. For monitoring equipment purchased
from a vendor, verification of the operational status of the monitoring equipment shall include completion of the
manufacturer's written specifications or recommendations for installation, operation, and calibration of the system.

(b) For sterilization facilities complying with Sec. 63.363 (b) or (d) through the use of an acid-water scrubber, the owner or
operator shall either:

(1) Sample the scrubber liguor and analyze and record once per week the ethylene glycol concentration of the scrubber
liquor using the test methods and procedures in Sec. 63.365(e)(1). Monitoring is required during a week only if the scrubber
unithas been operated; or

(2) Measure and record once per week the level of the scrubber liquor in the recirculation tank. The owner or operator
shall install, maintain, and use a liquid level indicator to measure the scrubber liquor tank level (i.e., a marker on the tank
wall, a dipstick, a magnetic indicator, efc.). Monitoring is required during a week only if the scrubber unit has been operated.

(c) For sterilization facilities complying with Sec. 63.363(b) or (c) through the use of catalytic oxidation or thermal oxidation,
the owner or operator shall either comply with Sec. 63.364(e) or continuously monitor and record the oxidation temperature
at the outlet to the catalyst bed or at the exhaust pointfrom the thermal combustion chamber using the temperature monitor
described in paragraph (c)(4) of this section. Monitoring is required only when the oxidation unitis operated. From 15-
minute or shorter period temperature values, a data acquisition system for the temperature monitor shall compute and
record a daily average oxidation temperature. Strip chart data shall be converted to record a daily average oxidation
temperature each day any instantaneous temperature recording falls below the minimum temperature.
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(1) [Reserved]
(2) [Reserved]
(3) [Reserved]

{4) The owner or operator shall install, calibrate, operate, and maintain a temperature monitor accurate to within <plus-
minus>5.6 deq.C (<plus-minus>10 deqg.F) to measure the oxidation temperature. The owner or operator shall verify the
accuracy of the temperature monitor twice each calendar year with a reference temperature monitor (traceable to National
Institute of Standards and Technology (NIST) standards or an independent temperature measurement device dedicated for
this purpose). During accuracy checking, the probe of the reference device shall be at the same location as that of the
temperature monitor being tested. As an alterative, the accuracy temperature monitor may be verified in a calibrated oven
(traceable to NIST standards).

(d) For sterilization facilities complying with Sec. 63.363(b) or (c) through the use of a control device other than acid-water
scrubbers or catalytic or thermal oxidizers, the owner or operator shall monitor the parameters as approved by the
Administrator using the methods and procedures in Sec. 63.365(g).

{e) Measure and record once per hour the ethylene oxide concentration at the outlet to the atmosphere after any control
device according to the procedures specified in Sec. 63.365(c)(1). The owner or operator shall compute and record a 24-
hour average daily. The owner or operator will install, calibrate, operate, and maintain a monitor consistent with the
requirements of performance specification (PS) 8 or 9 in 40 CFR part 60, appendix B, to measure ethylene oxide. The daily
calibration requirements of section 7.2 of PS 9 or section 2.3 of PS 8 are required only on days when ethylene oxide
emissions are vented to the control device.

(f) [Reserved]

RECORDKEEPING REQUIREMENTS.

# 005 [40 CFR Part 63 NESHAPS for Source Categories §40 CFR 63.367]
Subpart O -- Ethylene Oxide Emissions Standards for Sterilization Facilities
Recordkeeping requirements.

(a) The owner or operator of a source subject to Sec. 63.362 shall comply with the recordkeeping requirements in Sec.
63.10(b) and (c), according to the applicability in Table 1 of Sec. 63.360, and in this section. All records required to be
maintained by this subpart or a subpartreferenced by this subpart shall be maintained in such a manner thatthey can be
readily accessed and are suitable for inspection. The mostrecent 2 years of records shall be retained onsite or shall be
accessible to an inspector while onsite. The records of the preceding 3 years, where required, maybe retained offsite.
Records maybe maintained in hard copy or computer-readable form including, but not limited to, on paper, microfilm,
computer, computer disk, magnetic tape, or microfiche.

(b) The owners or operators of a source using 1 to 10 tons not subjectto Sec. 63.362 shall maintain records of ethyiene
oxide use on a 12-month rolling average basis (until the source changes its operations to become a source subject to Sec.
63.362).

{c) The owners or operators of a source using less than 1 ton shall maintain records of ethylene oxide use on a 12-month
rolling average basis (until the source changes its operations to become a source subjectto Sec. 63.362).

(d) The owners or operators complying with Sec. 63.363(b) (4) shall maintain records of the compliance test, data
analysis, and if catalystis replaced, proof of replacement.

REPORTING REQUIREMENTS.

# 006 [40 CFR Part 63 NESHAPS for Source Categories §40 CFR 63.366]
Subpart O -- Ethylene Oxide Emissions Standards for Sterilization Facilities
Reporting requirements.
(a) The owner or operator of a source subject to the emissions standards in Sec. 63.362 shall fulfill all reporting

requirements in Secs. 63.10(a), (d), {e), and (f) of subpart A, according to the applicabilityin Table 1 of Sec. 63.360. These
reports will be made to the Administrator at the appropriate address identified in Sec. 63.13 of subpart A of this part.
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(1) Reports required by subpart Aand this section maybe sentby U.S. mail, fax, or by another courier.
(i) Submittals sentby U.S. mail shall be postmarked on or before the specified date.
(i) Submittals sent by other methods shall be received by the Administrator on or before the specified date.

(2) If acceptable to both the Administrator and the owner or operator of a source, reports may be submitted on electronic
media.

(3) Content and submittal dates for deviations and monitoring system performance reports. All deviations and
monitoring system performance reports and all summaryreports, ifrequired per Sec. 63.10(e)(3)(vii) and (viii), shall be
delivered or postmarked within 30 days following the end of each calendar half or quarter as appropriate (see Sec.
63.10(e)(3)i) through (iv) for applicability). Written reports of deviations from an operating limit shall include all
information required in Sec. 63.10(c)(5) through (13), as applicable in Table 1 of Sec. 63.360, and information from any
calibration tests in which the monitoring equipmentis not in compliance with PS 9 or the method used for temperature
calibration. The written report shall also include the name, title, and signature of the responsible official who is certifying the
accuracy of the report. When no deviations have occurred or monitoring equipment has not been inoperative, repaired, or
adjusted, such information shall be stated in the report.

(b) Construction and reconstruction. The owner or operator of each source using 10 tons shall fulfill all requirements for
construction or reconstruction of a source in Sec. 63.5 of subpart A of this part, according to the applicability in Table 1 of
Sec. 63.360, and in this paragraph.

(1) Applicability.

(i) This paragraph and Sec. 63.5 of subpart Aof this partimplement the preconstruction review requirements of section
112(i)(1) for sources subject to these emissions standards. In addition, this paragraph and Sec. 63.5 of subpart Aof this
partinclude other requirements for constructed and reconstructed sources that are or become subject to these emissions
standards.

(i) After the effective date, the requirements in this section and in Sec. 63.5 of subpart Aof this part apply to owners or
operators who construct a new source or reconstruct a source subject to these emissions standards after December 6,
1994. New or reconstructed sources subject to these emissions standards with an initial startup date before the effective
date are not subject to the preconstruction review requirements specified in paragraphs (b) (2) and (3) of this section and
Sec. 63.5(d) (3) and (4) and (e) of subpart Aof this part.

(2) After the effective date, whether or notan approved permit program is effective in the State in which a source is (or
would be) located, no person may construct a new source or reconstruct a source subject to these emissions standards, or
reconstruct a source such thatthe source becomes a source subject to these emissions standards, without obtaining
advance written approval from the Administrator in accordance with the procedures specified in paragraph (b)(3) of this
section and Sec. 63.5(d) (3) and (4) and (e) of subpart Aof this part.

(3) Application for approval of construction or reconsfruction. The provisions of paragraph (b)(3) of this section and Sec.
63.5(d) (3) and (4) of subpart A of this partimplement section 112(i)(1) of the Act.

(i) General application requirements.

{A) An owner or operator who is subject to the requirements of paragraph (b)(2) of this section shall submitto the
Administrator an application for approval of the construction of a new source subject to these emissions standards, the
reconstruction of a source subject to these emissions standards, or the reconstruction of a source such that the source
becomes a source subject to these emissions standards. The application shall be submitted as soon as practicable
before the construction or reconstruction is planned to commence (butnot sooner than the effective date) if the construction
or reconstruction commences after the effective date. The application shall be submitted as soon as practicable before the
initial startup date butno later than 60 days after the effective date if the construction or reconstruction had commenced and
the initial startup date had not occurred before the effective date. The application for approval of construction or
reconstruction may be used to fulfill the initial notification requirements of paragraph (c)(1)(iii) of this section. The owner or
operator may submit the application for approval well in advance of the date construction or reconstruction is planned to
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commence in order to ensure a timely review by the Administrator and that the planned commencement date will notbe
delayed.

(B) A separate application shall be submitted for each construction or reconsfruction. Each application for approval of
construction or reconstruction shall include ata minimum:

(1) The applicant's name and address.

(2) Anotification of intention to construct a new source subject to these emissions standards or make any physical or
operational change to a source subject to these emissions standards that maymeet or has been determined to meet the
criteria for a reconstruction, as defined in Sec. 63.2 of subpart Aof this part.

(3) The address (i.e., physical location) or proposed address of the source.
{4) An identification of the relevant standard thatis the basis of the application.
(5) The expected commencement date of the construction or reconstruction.
(6) The expected completion date of the construction or reconstruction.

(7) The anticipated date of (initial) startup of the source.

(8) The type and quantity of hazardous air pollutants emitted by the source, reported in units and averaging times and
in accordance with the test methods specified in the standard, or if actual emissions data are not yet available, an estimate
of the type and quantity of hazardous air pollutants expected to be emitted by the source reported in units and averaging
times specified. The owner or operator may submit percent reduction information, if the standard is established in terms of
percent reduction. However, operating parameters, such as flow rate, shall be included in the submission to the extent that
they demonstrate performance and compliance.

(9) Other information as specified in paragraph (b)(3)(ii) of this section and Sec. 63.5(d)(3) of subpart A of this part.

{C) An owner or operator who submits estimates or preliminary information in place of the actual emissions data and
analysis required in paragraphs (b){(3)i)}(B)(8) and (ii) of this section shall submitthe actual, measured emissions data and
other correct information as soon as available butno later than with the notification of compliance status required in
paragraph (c)}(2) of this section.

(il) Application for approval of construction. Each application for approval of construction shall include, in addition to the
information required in paragraph (b)(3)(i)(B) of this section, technical information describing the proposed nature, size,
design, operating design capacity, and method of operation of the source subject to these emissions standards, including
an identification of each point of emission for each hazardous air poliutant thatis emitted (or could be emitted) and a
description of the planned air poliution control system (equipment or method) for each emission point. The description of
the equipment to be used for the control of emissions shall include each control device for each hazardous air poliutant and
the estimated control efficiency (percent) for each control device. The description of the method to be used for the control of
emissions shall include an estimated control efficiency (percent) for that method. Such technical information shall include
calculations of emission estimates in sufficient detail to permit assessment of the validity of the calculations. An owner or
operator who submits approximations of control efficiencies under paragraph (b)(3) of this section shall submit the actual
control efficiencies as specified in paragraph (b){3)(i)(C) of this section.

(4) Approval of construction or reconstruction based on prior State preconstruction review. (i) The Administrator may
approve an application for construction or reconstruction specified in paragraphs (b){(2) and (3) of this section and Sec.
63.5(d)(3) and (4) of subpart Aof this part if the owner or operator of a new or reconstructed source who is subjectto such
requirement demonstrates to the Administrator's satisfaction that the following conditions have been (or will be) met:

(A) The owner or operator of the new or reconstructed source subject to these emissions standards has undergone a
preconstruction review and approval process in the State in which the source is (or would be) located before the effective
date and has received a federally enforceable construction permit that contains a finding that the source will meet these
emissions standards as proposed, if the source is properly built and operated;
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(B) In making its finding, the State has considered factors substantially equivalent to those specified in Sec. 63.5(e)(1)
of subpart A of this part.

(i) The owner or operator shall submit to the Administrator the request for approval of construction or reconstruction no
later than the application deadline specified in paragraph (b){(3)(i) of this section. The owner or operator shall include in the
request information sufficient for the Administrator's determination. The Administrator will evaluate the owner or operator's
request in accordance with the procedures specified in Sec. 63.5 of subpart Aof this part. The Administrator may request
additional relevant information after the submittal of a request for approval of construction or reconstruction.

(c) Notification requirements. The owner or operator of each source subject to the emissions standards in Sec. 63.362
shall fulfill all notification requirements in Sec. 63.9 of subpart A of this part, according to the applicability in Table 1 of Sec.
63.360, and in this paragraph.

(1) Initial notifications.

{(iY{A) If a source that otherwise would be subjectto these emissions standards subsequently increases its use of
ethylene oxide within any consecutive 12-month period after December 6, 1996, such that the source becomes subject to
these emissions standards or other requirements, such source shall be subject to the notification requirements of Sec.
63.9 of subpart Aof this part.

{B) Sources subject to these emissions standards mayuse the application for approval of construction or
reconstruction under paragraph (b)(3)(ii) of this section and Sec. 63.5(d) (3) of subpart A of this part, respectively, if relevant
to fulfill the initial notification requirements.

(i) The owner or operator of a new or reconstructed source subject to these emissions standards thathas an initial
startup date after the effective date and for which an application for approval of construction or reconstruction is required
under paragraph (b){3) of this section and Sec. 63.5(d) (3) and (4) of subpart Aof this part shall provide the following
information in writing to the Administrator:

(A) A nofification of intention to constructa new source subject to these emissions standards, reconstruct a source
subject to these emissions standards, or reconstruct a source such that the source becomes a source subject to these
emissions standards with the application for approval of construction or reconstruction as specified in paragraph (b)(3)())(A)
of this section;

(B) Anotification of the date when construction or reconstruction was commenced, submitted simultaneously with the
application for approval of consfruction or reconstruction, if construction or reconstruction was commenced before the
effective date of these standards;

(C) Anotification of the date when construction or reconstruction was commenced, delivered or postmarked not later
than 30 days after such date, if construction or reconstruction was commenced after the effective date of these standards;

(D) Anotification of the anticipated date of startup of the source, delivered or postmarked not more than 60 days nor
less than 30 days before such date; and

(E) Anotification of the actual date of initial startup of the source, delivered or postmarked within 15 calendar days after
that date.

(iii) After the effective date, whether or notan approved permit program is effective in the State in which a source subject
to these emissions standards is (or would be) located, an owner or operator who intends to construct a new source subject
to these emissions standards or reconstruct a source subject to these emissions standards, or reconstruct a source such
thatitbecomes a source subject to these emissions standards, shall notify the Administrator in writing of the intended
construction or reconstruction. The notification shall be submitted as soon as practicable before the construction or
reconstruction is planned to commence (but no sooner than the effective date of these standards) if the construction or
reconstruction commences after the effective date of the standard. The notification shall be submitted as soon as
practicable before the initial startup date butno later than 60 days after the effective date of this standard if the construction
or reconstruction had commenced and the initial startup date has not occurred before the standard's effective date. The
notification shall include all the information required for an application for approval of construction or reconstruction as
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specified in paragraph (b)(3) of this section and Sec. 63.5(d)(3) and (4) of subpart Aof this part. For sources subjectto
these emissions standards, the application for approval of construction or reconstruction may be used to fulfill the initial
notification requirements of Sec. 63.9 of subpart Aof this part.

(2) If an owner or operator of a source subject to these emissions standards submits estimates or preliminary
information in the application for approval of construction or reconstruction required in paragraph (b)(3)(ii) of this section
and Sec. 63.5(d)(3) of subpart Aof this part, respectively, in place of the actual emissions data or control efficiencies
required in paragraphs (b){(3)(i}B)}8) and (ii) of this section, the owner or operator shall submitthe actual emissions data
and other correct information as soon as available butno later than with the initial notification of compliance status.

(3) The owner or operator of any existing sterilization facility subject to this subpart shall also include the amount of
ethylene oxide used during the previous consecutive 12-month period in the initial notification report required by Sec.
63.9(b)(2) and (3) of subpart Aof this part. For new sterilization facilities subject to this subpart, the amount of ethylene oxide
used shall be an estimate of expected use during the first consecutive 12-month period of operation.

VI. WORK PRACTICE REQUIREMENTS.

No additional work practice requirements exist except as provided in other sections of this permit including Section B (Title V
General Requirements).

Vil. ADDITIONAL REQUIREMENTS.

# 007 [25 Pa. Code §127.441]
Operating permit terms and conditions.

1. Minimum oxidation temperature for the Donaldson catalytic oxidizer shall be 253 deg F (low level EtO concentration) and
258 deg F (high fevel EtO concentration).

2. Chemrox Deoxx scrubber liquid level maximum shall be 126 inches.

*** Permit Shield in Effect. ***
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Group Name: GROUP 2
Group Description: EMERGENCY INTERNAL COMBUSTION ENGINES
Sources included in this group

003 EMERGENCY GENERATOR - 605HP DIESEL

004 FIRE PUMP - 100HP DIESEL
111 EMERGENCY GENERATOR 2
112 EMERGENCY GENERATOR 1
113 FIRE PUMP 1

i. RESTRICTIONS.
Emission Restriction(s).

# 001 [25 Pa. Code §123.13]
Processes

The permittee may not permit the emission into the outdoor atmosphere of particulate matter, expressed as PM, from each
source of this group in excess of the following rate:

(i) .04 grain per dry standard cubic foot, when the effluent gas wlume is less than 150,000 dry standard cubic feet per
minute.

#002  [25 Pa. Code §123.21]

General

The permittee may not permit the emission into the outdoor atmosphere of sulfur oxides from a source in a manner that the
concentration ofthe sulfur oxides, expressed as SO2, from each source of this group in excess of the following rate:

(1) 500 parts per million, by wolume, dry basis.
# 003 [25 Pa. Code §127.441]
Operating permit terms and conditions.

a) Source 1D 003 and 004 in Group 2 are subjectto 40 CFR 60 Subpart Illl - Standards of Performance for Stationary
Compression Ignition Internal Combustion Engines.

b) Source ID 111,112, 113 and 115 in Group 2 are subject to 40 CFR Part 63 Subpart ZZZZ, for Stationary Reciprocating
Internal Combustion Engines.

# 004 [40 CFR Part 60 Standards of Performance for New Stationary Sources §40 CFR 60.4207]

Subpart Hlll - Standards of Performance for Stationary Compression Ignition Internal Combustion Engines
What fuel requirements must | meet if | am an owner or operator of a stationary Cl internal combustion engine subject
to this subpart?

(a) Beginning October 1, 2007, owners and operators of stationary Cl ICE subject to this subpart that use diesel fuel must
use diesel fuel that meets the requirements of 40 CFR 80.510(a).

(b) Beginning October 1, 2010, owners and operators of stationary Cl ICE subject to this subpart with a displacement of
less than 30 liters per cylinder that use diesel fuel must use diesel fuel that meets the requirements of 40 CFR 80.510(b)
for nonroad diesel fuel, except that any existing diesel fuel purchased (or otherwise obtained) prior to October 1, 2010, may
be used until depleted.

Operation Hours Restriction(s).

# 005 [25 Pa. Code §127.441]
Operating permit terms and conditions.

Each source in this group shall operate no more than 242 hours during the May 1 through September 30 ozone season of
each year, and no more than 500 hours during any consecutive 12-month period.
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. TESTING REQUIREMENTS.

No additional testing requirements exist except as provided in other sections of this permitincluding Section B (Title V General
Requirements).

lil. MONITORING REQUIREMENTS.

# 006 [40 CFR Part 60 Standards of Performance for New Stationary Sources §40 CFR 60.4209]
Subpart Il - Standards of Performance for Stationary Compression Ignition Internal Combustion Engines
What are the monitoring requirements if | am an owner or operator of a stationary Cl internal combustion engine?

If you are an owner of operator, you must meet the monitoring requirements of this section. In addition, you mustalso meet
the monitoring requirements specified in §60.4211.

(a) Ifyou are an owner or operator of an emergency stationary Cl internal combustion engine, you mustinstall a non-
resettable hour meter prior to startup of the engine.

IV. RECORDKEEPING REQUIREMENTS.

# 007 [25 Pa. Code §127.441]
Operating permit terms and conditions.

The permittee shall record the total hours of operation for each source on a monthlybasis. The data recorded shall include,
but notbe limited to:

(1) The name of the source which was operated.
(2) The hours of operation of each source.

Measurements, records and other data shall be maintained in accordance with General Title V Requirements Condition
#020, Section B.

# 008 [25 Pa. Code §127.511]
Monitoring and related recordkeeping and reporting requirements.

[40 CFR Part 63 NESHAPS for source categories 40 CFR 63.6655 and 63.6660]

a) Records mustbe kept of any occurrence and the duration of each malfunction of operation, all required maintence
performed on the air pollution control device or monitoring equipment, any actions taken during the periods of malfunction
to minimize emissions including corrective actions, any maintenance conducted on the RICE to demonstrate that the
engine was operated and maintained according to the maintenance plan. Records mustbe maintained for the previous five

(5) years.

b) Record the hours of operation of the engine that is recorded through the non-resettable hour meter.

Document how many hours are spent for emergency operation, including what classified the operation as emergencyand
how many hours are spent for non-emergency.

# 009 [40 CFR Part 60 Standards of Performance for New Stationary Sources §40 CFR60.4214]

Subpart il - Standards of Performance for Stationary Compression ignition Internal Combustion Engines

What are my notification, reporting, and recordkeeping requirements if | am an owner or operator of a stationary Cl
internal combustion engine?

The owner or operator must keep records of the operation of the engine in emergency and non-emergency service that are
recorded through the non-resettable hour meter. The owner must record the time of operation of the engine and the reason
the engine was in operation during that time.

V. REPORTING REQUIREMENTS.

No additional reporting requirements exist except as provided in other sections of this permitincluding Section B (Title V
General Requirements).

VI. WORK PRACTICE REQUIREMENTS.

# 010 [25 Pa. Code §127.441]
Operating permit terms and conditions.

The sources shall be operated in accordance with the manufacturers specification and the source shall also be operated
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and maintained in accordance with good air pollution practices.

# 011 [40 CFR Part 60 Standards of Performance for New Stationary Sources §40 CFR60.4211]
Subpart llli - Standards of Performance for Stationary Compression Ignition Internal Combustion Engines
What are my compliance requirements if | am an owner or operator of a stationary Cl internal combustion engine?

(f) If you own or operate an emergency stationary ICE, you must operate the emergency stationary ICE according to the
requirements in paragraphs (f)(1) through (3) of this section. In order for the engine to be considered an emergency
stationary ICE under this subpart, any operation other than emergency operation, maintenance and testing, emergency
demand response, and operation in non-emergency situations for 50 hours per year, as described in paragraphs (f)(1)
through (3) of this section, is prohibited. If you do not operate the engine according to the requirements in paragraphs (f)(1)
through (3) of this section, the engine will notbe considered an emergency engine under this subpart and must meet all
requirements for non-emergency engines.

(1) There is no time limit on the use of emergency stationary ICE in emergency situations.

(2) You may operate your emergency stationary ICE for any combination of the purposes specified in paragraphs (f)(2)(i)
through (iii) of this section for a maximum of 100 hours per calendar year. Any operation for non-emergency situations as
allowed by paragraph (f)(3) of this section counts as part of the 100 hours per calendar vear allowed by this paragraph (f)(2).

(i) Emergency stationary ICE may be operated for maintenance checks and readiness testing, provided that the tests are
recommended by federal, state or local government, the manufacturer, the vendor, the regional fransmission organization
or equivalent balancing authority and transmission operator, or the insurance company associated with the engine. The
owner or operator may petition the Administrator for approval of additional hours to be used for maintenance checks and
readiness testing, but a petition is not required if the owner or operator maintains records indicating that federal, state, or
local standards require maintenance and testing of emergency ICE beyond 100 hours per calendar year.

(i) Emergency stationary ICE maybe operated for emergency demand response for periods in which the Reliability
Coordinator under the North American Electric Reliability Corporation (NERC) Reliability Standard EOP-002-3, Capacity and
Energy Emergencies (incorporated byreference, see §60.17), or other authorized entity as determined by the Reliability
Coordinator, has declared an Energy Emergency Alert Level 2 as defined in the NERC Reliability Standard EOP-002-3.

(iii) Emergency stationary ICE may be operated for periods where there is a deviation of wltage or frequency of 5 percent or
greater below standard woltage or frequency.

(3) Emergency stationary ICE may be operated for up to 50 hours per calendar year in non-emergency situations. The 50
hours of operation in non-emergency situations are counted as partof the 100 hours per calendar year for maintenance
and testing and emergency demand response provided in paragraph (f)(2) of this section. Except as provided in paragraph
(H(3)(i) of this section, the 50 hours per calendar year for non-emergency situations cannot be used for peak shaving or
non-emergency demand response, or to generate income for a facility to an electric grid or otherwise supply power as part
of a financial arrangement with another entity.

(i) The 50 hours per year for non-emergency situations can be used to supply power as part of a financial arrangement with
another entity if all of the following conditions are met:

(A) The engine is dispatched by the local balancing authority or local transmission and distribution system operator;

(B) The dispatch is intended to mitigate local ransmission and/or distribution limitations so as to avert potential voltage
collapse or line overloads that could lead to the interruption of power supply in a local area or region.

(C) The dispatch follows reliability, emergency operation or similar protocols that follow specific NERC, regional, state,
public utility commission orlocal standards or guidelines.

(D) The power is provided only to the facility itself or to support the local transmission and distribution system.

(E) The owner or operator identifies and records the entity that dispatches the engine and the specific NERC, regional,
state, public utility commission or local standards or guidelines that are being followed for dispatching the engine. The local
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balancing authority or local fransmission and distribution system operator may keep these records on behalf of the engine
owner or operator.

#012 [40 CFR Part 63 NESHAPS for Source Categories §40 CFR 63.6603]

Subpart ZZZ7 - National Emissions Standards for Hazardous Air Pollutants for Stationary Reciprocating Internal
Combustion Engines

What emission limitations, operating limitations, and other requirements must I meet if | own or operate an existing
stationary RICE located at an area source of HAP emissions?

a. Change oil and filter every 500 hours of operation or annually, whichever comes first;

b. Inspect spark plugs every 1,000 hours of operation or annually, whichever comes first, and replace as necessary; and,
¢. Inspectall hoses and belts every 500 hours of operation or annually, whichever comes first, and replace as necessary.
#013 [40 CFR Part 63 NESHAPS for Source Categories §40 CFR 63.6625]

Subpart ZZ77 - National Emissions Standards for Hazardous Air Pollutants for Stationary Reciprocating Internal
Combustion Engines

What are my monitoring, installation, operation, and maintenance requirements?

{h) Minimize the engine's time spentatidle and minimize the engine's startup time at startup to a period needed for
appropriate and safe loading of the engine, notto exceed 30 minutes, after which time the non-startup emission limitations
apply.

# 014 [40 CFR Part 63 NESHAPS for Source Categories §40 CFR 63.6640]

Subpart ZZZ7 - National Emissions Standards for Hazardous Air Pollutants for Stationary Reciprocating Internal
Combustion Engines

How do | demonstrate continuous compliance with the emission limitations, operating limitations, and other
requirements?

40 CFR 63 Subpart Z2Z7
Emergency Stationary RICE (40 CFR 63.6640(f):

(f) if you own or operate an emergency stationary RICE, you must operate the emergency stationary RICE according to the
requirements in paragraphs (f)(1) through (4) of this section. In order for the engine to be considered an emergency
stationary RICE under this subpart, any operation other than emergency operation, maintenance and testing, emergency
demand response, and operation in non-emergency situations for 50 hours per year, as described in paragraphs (f)(1)
through (4) of this section, is prohibited. If you do not operate the engine according to the requirements in paragraphs (f)(1)
through {4) of this section, the engine will notbe considered an emergency engine under this subpart and must meet all
requirements for non-emergency engines.

(1) There is no time limiton the use of emergency stationary RICE in emergency situations.

(2) You may operate your emergency stationary RICE for any combination of the purposes specified in paragraphs (f}(2)(i)
through (iii) of this section for a maximum of 100 hours per calendar year. Any operation for non-emergency situations as
allowed by paragraphs (f)(3) and (4) of this section counts as part of the 100 hours per calendar year allowed by this
paragraph (f)(2).

(i) Emergency stationary RICE may be operated for maintenance checks and readiness testing, provided that the tests are
recommended by federal, state or local government, the manufacturer, the vendor, the regional fransmission organization
or equivalent balancing authority and transmission operator, or the insurance company associated with the engine. The
owner or operator may petition the Administrator for approval of additional hours to be used for maintenance checks and
readiness testing, but a petition is not required ifthe owner or operator maintains records indicating that federal, state, or
local standards require maintenance and testing of emergency RICE beyond 100 hours per calendar year.

(i) Emergency stationary RICE may be operated for emergency demand response for periods in which the Reliability
Coordinator under the North American Electric Reliability Corporation (NERC) Reliability Standard EOP-002-3, Capacity and
Energy Emergencies (incorporated byreference, see §63.14), or other authorized entity as determined by the Reliability
Coordinator, has declared an Energy Emergency Alert Level 2 as defined in the NERC Reliability Standard EOP-002-3.

{(iii) Emergency stationary RICE may be operated for periods where there is a deviation of voltage or frequency of 5 percent
or greater below standard voltage or frequency.

(3) Emergency stationary RICE located at major sources of HAP may be operated for up to 50 hours per calendar year in
nonemergency situations. The 50 hours of operation in non-emergency situations are counted as part of the 100 hours per
calendar year for maintenance and testing and emergency demand response provided in paragraph (f)(2) of this section.
The 50 hours per year for non-emergency situations cannot be used for peak shaving or non-emergencydemand
response, or fo generate income for a facility to supply power to an electric grid or otherwise supply power as partofa
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financial arrangement with another entity.

(4) Emergency stationary RICE located at area sources of HAP may be operated for up to 50 hours per calendar year in
nonemergency situations. The 50 hours of operation in non-emergency situations are counted as part of the 100 hours per
calendar year for maintenance and testing and emergency demand response provided in paragraph (f)(2) of this section.
Exceptas provided in paragraphs (f)(4)(i) and (ii) of this section, the 50 hours per year for non-emergency situations cannot
be used for peak shaving or non-emergency demand response, or to generate income for a facility to an electric grid or
otherwise supply power as part of a financial arrangement with another entity.

(i) Prior to May 3, 2014, the 50 hours per year for non-emergency situations can be used for peak shaving or non-
emergency demand response to generate income for a facility, or to otherwise supply power as part of a financial
arrangement with another entity if the engine is operated as part of a peak shaving (load management program) with the
local distribution system operator and the power is provided only to the facility itself or to support the local distribution
system.

(i) The 50 hours per year for non-emergency situations can be used to supply power as part of a financial arrangement with
another entity if all of the following conditions are met:

(A) The engine is dispatched by the local balancing authority or local ransmission and distribution system operator.

(B) The dispatch is intended to mitigate local ransmission and/or distribution limitations so as to avert potential voltage
collapse or line overloads that could lead to the interruption of power supply in a local area or region.

(C) The dispatch follows reliability, emergency operation or similar protocols that follow specific NERC, regional, state,
public utility commission orlocal standards or guidelines.

(D) The power is provided only to the facility itself or to support the local transmission and distribution system.

(E) The owner or operator identifies and records the entity that dispatches the engine and the specific NERC, regional,
state, public utility commission or local standards or guidelines that are being followed for dispatching the engine. The local
balancing authority or local fransmission and distribution system operator may keep these records on behalf of the engine
owner or operator.

# 015 [40 CFR Part 63 NESHAPS for Source Categories §40 CFR 63.6640]

Subpart ZZ77 - National Emissions Standards for Hazardous Air Pollutants for Stationary Reciprocating Internal
Combustion Engines

How do | demonstrate continuous compliance with the emission limitations, operating limitations, and other
requirements?

Operate and maintain the stationary RICE according to the manufacturer's emission related operation and maintenance
instructions; or develop and follow your own maintenance plan which must provide to the extent practicable for the
maintenance and operation of the engine in a manner consistent with good air poliution control practice for minimizing
emissions.

# 016 [40 CFR Part 63 NESHAPS for Source Categories §40 CFR 63.6640]

Subpart ZZZ7Z - National Emissions Standards for Hazardous Air Pollutants for Stationary Reciprocating Internal
Combustion Engines

How do | demonstrate continuous compliance with the emission limitations, operating limitations, and other
requirements?

Operate and maintain the stationary RICE in accordance with requirements in Table 6d of 40 CFR 63, Subpart ZZZ7.
Vil. ADDITIONAL REQUIREMENTS.

No additional requirements exist except as provided in other sections of this permitincluding Section B (Title V General
Requirements).

*** Permit Shield in Effect. ***
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No Alternative Operations exist for this Title Vfacility.
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No emission restrictions listed in this section ofthe permit.
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a) This is a renewal of operating permit TV-39-00055.

b) This is a Title V Operating Permit facility.
c) Source ID 031 (boiler and stack) has been removed from the facility.

d) The permittee is deactivating Source 114 (emergency generator, Kohler 30 kW; natural gas) pursuant to 25 Pa. Code Chapter
127.11a. The permittee claims a Maintenance and Reactivation Plan was submitted to the Department on July 10, 2015, and that
this source may be reactivated in the future.

e) The facility no longer fires #6 fuel oil in any of its sources.
The Title Vrenewal application was received on 07/04/2014 and updated on 12/12/2014.

Requestfor Determination(s) (RFD):

#39-0700 approved 05/24/2011 installation of a new pharmacy assemblyline; F-Line.

#39-0777 approved 08/19/2013 operation of equipmentused to process disposable medical devices; Introcan Operation.
#39-0801 approved 03/25/2014 ceased firing #6 fuel oil in boiler #032.

#39-0802 approved 03/25/2014 operation of 115-Fire Pump.

Plan Approvals:

39-332-001 issued 03/23/2010 for reactivation of Source 109 (was not reactivated)

39-332-002 issued 02/29/2012 for reactivation of Source 109 (was not reactivated)
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